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Li st of Subjects
42 CFR Part 417

Adm ni strative practice and procedure, G ant prograns-
heal th, Health care, health facilities, Health insurance, Health
mai nt enance organi zati ons (HMO), Loan prograns-health, Mdicare,
Reporting and recordkeepi ng requirenents.
42 CFR Part 422

Adm ni strative practice and procedure, health facilities,
Heal t h mai nt enance organi zati ons (HMO), Medi care+Choi ce,
Penal ties, Privacy, Provider-sponsored organi zations (PSO,

Reporting and recordkeepi ng requirenents.
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For the reasons set forth in the preanble, HCFA anmends
42 CFR chapter 1V as set forth bel ow
PART 417- HEALTH MAI NTENANCE ORGANI ZATI ONS, COVPETI TI VE MEDI CAL
PLANS, AND HEALTH CARE PREPAYMENT PLANS

1. The authority citation for part 417 continues to read as
fol | ows:

Aut hority: Secs. 1102 and 1871 of the Social Security Act
(42 U.S.C. 1302 and 1395hh), secs. 1301, 1306, and 1310 of the
Public Health Service Act (2 U S.C 300e, 300e-5, 300e-9), and 31
U S C 9701.

2. Revise 8417.402(b) to read as foll ows:
8417.402 Effective date of initial regulations.

* * * * *

(b) The changes made to section 1876 of the Act by section
4002 of the Bal anced Budget Act (BBA) of 1997 are incorporated in
section 422 except for 1876 cost contracts. Upon enactnent of
the BBA (August 5, 1997) no new cost contracts or service area
expansi ons are accepted by HCFA except for current Health Care
Prepaynent Plans that may convert to 1876 cost contracts. Al so,
1876 cost contracts nay not be extended or renewed beyond

Decenber 31, 2004.



HCFA- 1030- FC 754
PART 422-- MEDI CARE+CHO CE PROGRAM

1. The authority citation for part 422 continues to read as
fol | ows:

Aut hority: Secs. 1102, 1851 through 1857, 1859, and 1871 of
the Social Security Act (42 U . S. C. 1302, 1395w 21 through
1395w 27, and 1395hh ).

2. Section 422.2 is anmended by:

A. Revising the definitions of "Basic benefits,"”

"Benefits,” "MtC plan,” "Mandatory suppl enental benefits,"
"Optional supplenental benefits,” "Religious and fraternal (RFB)
society,” "RFB plan,"” and "Service area."

B. Adding the definition of "National coverage
determ nation. "

C. Renoving the definitions of "Energency nedica

condition," "Energency services," and "Urgently needed services."

8422.2 Definitions.

* * * * *

Basi ¢ benefits neans all Medicare-covered benefits (except
hospi ce services) and additional benefits.

Benefits are health care services that are intended to
mai ntain or inprove the health status of enrollees, for which the

M+-C organi zation incurs a cost or liability under an M+C pl an
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(not solely an adm nistrative processing cost). Benefits are
subm tted and approved through the ACR process.

* * * * *

MrC pl an neans heal th benefits coverage offered under a
policy or contract by an MtC organi zation that includes a
specific set of health benefits offered at a uniform prem um and
uni formlevel of cost-sharing to all Medicare beneficiaries
residing in the service area of the MtC plan (or in individua
segnents of a service area, under 8422.304(b)(2)).

* * * * *

Mandat ory suppl enental benefits are health services not
covered by Medicare that an MtC enrol | ee nust purchase as part of
an MtC plan that are paid for in full, directly by (or on behalf
of ) Medicare enrollees, in the formof prem uns or cost-sharing.

* * * * *

Nat i onal coverage determ nation (NCD) nmeans a nationa
policy determ nation regarding the coverage status of a
particul ar service that HCFA nakes under section 1862(a)(1l) of
the Act, and publishes as a Federal Register notice or HCFA
ruling. (The term does not include coverage changes nandated by

statute.)

* * * * *
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Optional suppl enental benefits are health services not
covered by Medicare that are purchased at the option of the M+C
enrollee and paid for in full, directly by (or on behalf of) the
Medi care enrollee, in the formof prem uns or cost-sharing.

These services may be grouped or offered individually.

* * * * *

Rel i gious and fraternal benefit (RFB) society neans an
or gani zation that- -

(1) I's described in section 501(c)(8) of the Interna
Revenue Code of 1986 and is exenpt from taxation under
section 501(a) of that Act; and

(2) Is affiliated with, carries out the tenets of, and
shares a religious bond with, a church or convention or
associ ation of churches or an affiliated group of churches.

RFB pl an neans an MtC plan that is offered by an RFB
soci ety.

Servi ce area means a geographic area approved by HCFA within
whi ch an MtC-eligible individual may enroll in a particular MC
plan of fered by an MtC organi zation. Each MtC pl an nust be
avai l able to all MtC-eligible individuals within the plan's
service area. |In deciding whether to approve an MtC plan's

proposed service area, HCFA considers the following criteria:
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(1) Whether the area neets the "county integrity rule" that
a service area generally consists of a full county or counties.
However, HCFA may approve a service area that includes a portion
of a county if it determ nes that the "partial county" area is
necessary, nondiscrimnatory, and in the best interests of the
benefi ci ari es.

(2) The extent to which the proposed services area mrrors
service areas of existing comrercial health care plans or M+C
pl ans of fered by the organization.

(3) For MtC coordi nated care plans and network MC NMSA
pl ans, whether the contracting provider network neets the access
and availability standards set forth in 8422.112. Although not
all contracting providers nmust be |located within the plan's
service area, HCFA nust determne that all services covered under
the plan are accessible fromthe service area.

(4) For non-network M+C MSA pl ans, HCFA may approve single
county non-network MtC MSA plans even if the MHC organi zation's
commerci al plans have nmultiple county service areas.

3. In 8422.4, revise paragraph (a)(1)(iii) and add a new
paragraph (a)(1)(iv), to read as foll ows:

8422.4 Types of M+C pl ans.
(a) * * *

(1) * * *
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(ii1) Coordinated care plans include plans offered by
heal t h mai nt enance organi zati ons (HM3s), provider-sponsored
organi zati ons (PSQCs), preferred provider organizations (PPGCs) as
specified in paragraph (a)(1)(iv) of this section, RFBs, and
ot her network plans (except network NMSA plans).

(iv) A PPOplan is a plan that has a network of providers
that have agreed to a contractually specified rei nbursenent for
covered benefits with the organi zation offering the plan;
provi des for reinbursenent for all covered benefits regardl ess of
whet her the benefits are provided within the network of
providers; and is offered by an organization that is not |icensed
or organi zed under State | aw as an HMO.

* * * * *

4. Revise 8422.8 to read as foll ows:
8422.8 Evaluation and determ nati on procedures.

(a) Basis for evaluation and determ nation. (1) HCFA
eval uates an application for an MtC contract on the basis of
i nformati on contained in the application itself and any
addi tional information that HCFA obtains through on-site visits,
publ i c hearings, and any ot her appropriate procedures.

(2) If the application is inconplete, HCFA notifies the
contract applicant and allows 60 days fromthe date of the notice

for the contract applicant to furnish the mssing informtion.
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(3) After evaluating all relevant information, HCFA
det ermi nes whet her the contract applicant's application neets the
appl i cabl e requi renents of 8422.6.

(b) Use of information froma prior contracting period. |If
an M+C organi zation, HMO, conpetitive nedical plan, or health
care prepaynent plan has failed to conply with the terns of a
previ ous year's contract with HCFA under title XVIII of the Act,
or has failed to conplete a corrective action plan during the
termof the contract, HCFA may deny an application froma
contract applicant based on the contract applicant's failure to
conmply with that prior contract with HCFA even if the contract
applicant neets all of the current requirenents.

(c) Notice of determ nation. HCFA notifies each applicant
that applies for an MtC contract under this part of its
determ nation and the basis for the determ nation. The
determ nation may be approval, intent to deny, or denial.

(d) Approval of application. |f HCFA approves the
application, it gives witten notice to the contract applicant,
indicating that it nmeets the requirenents for an M+C contract.

(e) Intent to deny. (1) If HCFA finds that the contract
appl i cant does not appear to neet the requirenents for an M+C
organi zati on and appears to be able to neet those requirenents

wi thin 60 days, HCFA gives the contract applicant notice of



HCFA- 1030- FC 760
intent to deny the application for an MFC contract and a sunmary
of the basis for this prelimnary finding.

(2) Wthin 60 days fromthe date of the notice, the contract
applicant may respond in witing to the issues or other matters
that were the basis for HCFA's prelimnary finding and may revise
its application to renmedy any defects HCFA identified.

(f) Denial of application. |If HCFA denies the application,
it gives witten notice to the contract applicant indicating--

(1) That the contract applicant does not neet the contract
requi renents under part C of title XVIIl of the Act;

(2) The reasons why the contract applicant does not neet the
contract requirenents; and

(3) The contract applicant's right to request
reconsi deration in accordance with the procedures specified in
subpart N of this part.

(g) Oversight of continuing conpliance. (1) HCFA oversees
an M+C organi zation's conti nued conpliance with the requirenents
for an MtC organi zati on

(2) If an MtC organi zation no | onger neets those
requi renents, HCFA terminates the contract in accordance with
8422. 510.

5. Revise 8422.10 to read as foll ows:

8422.10 Cost-sharing in enrollnment-related costs (MC user fee).
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(a) Basis and scope. This section inplenents that portion
of section 1857 of the Act that pertains to cost-sharing in
enroll ment-related costs. It sets forth the procedures that HCFA
follows to determ ne the aggregate annual "user fee" to be
contri buted by MtC organi zati ons and to assess the required user
fees for MtC plans offered by M-C organi zati ons.

(b) Purpose of assessnment. Section 1857(e)(2) of the Act
aut hori zes HCFA to charge and collect fromeach MtC plan offered
by an M+C organi zation its pro rate share of fees for
adm ni stering section 1851 of the Act, relating to dissem nation
of enrollnment information; and section 4360 of the Omi bus Budget
Reconciliation Act of 1990, relating to the health insurance
counsel i ng and assi stance program

(c) Applicability. The fee assessnent al so applies to those
denonstrations for which enrollnent is effected or coordinated
under section 1851 of the Act.

(d) Collection of fees. (1) Timng of collection. HCFA
collects the fees over 9 consecutive nonths beginning with
January of each fiscal year

(2) Anmpbunt to be collected. The aggregate anount of fees

for a fiscal year is the | esser of--
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(i) The estimted costs to be incurred by HCFA in that
fiscal year to carry out the activities described in paragraph
(b) of this section; or

(ii) For fiscal year 2000, $100 million and for fisca
year 2001 and each succeedi ng year, the MtC portion (as defined
in paragraph (e) of this section) of $100 mllion.

(e) MtC portion. In this section, the term"MC portion”
nmeans, for a fiscal year, the ratio, as estinmated by the
Secretary of the average nunber of individuals enrolled in MC
pl ans during the fiscal year to the average nunber of individuals
entitled to benefits under part A, and enrolled under part B,
during the fiscal year.

(f) Assessnent nethodol ogy. (1) The anount of the M+C
portion of the user fee each M+C organi zati on nust pay is
assessed as a percentage of the total Medicare paynents to each
organi zation. HCFA determ nes this percentage rate using the
foll owi ng formul a:

A tines B divided by C where--

Ais the total estinmated January paynents to al

organi zati ons subject to the assessnent;

Bis the 9-nonth (January through Septenber) assessnent

period; and
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Cis the total fiscal year MtC user fee assessnent
anount determ ned in accordance wi th paragraph (d)(2)
of this section.

(2) HCFA determ nes each organization's pro rata share of
the annual fee on the basis of the organization's cal cul ated
nont hl y paynent anmount during the 9 consecutive nonths begi nni ng
wi th January. HCFA cal cul ates each organi zation’s nonthly pro
rata share by multiplying the established percentage rate by the
total nonthly cal cul ated Medi care paynent anount to the
organi zation as recorded in HCFA s paynent systemon the first
day of the nonth.

(3) HCFA deducts the organization’s fee fromthe anmount of
Federal funds ot herw se payable to the organi zation for that
nont h under the MC program

(4) If assessnents reach the anmount authorized for the year
before the end of Septenber, HCFA discontinues assessnent.

(5) If there are delays in determ ning the anobunt of the
annual aggregate fees specified in paragraph (d)(2) of this
section, or the fee percentage rate specified in paragraph
(f)(2), HCFA nmay adjust the assessnent time period and the fee
per cent age anount.

6. Revise 8422.50(a) to read as foll ows:

8422.50 Eligibility to elect an M+C pl an.
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(a) An individual is eligible to elect an MC plan if he or
she- -

(1) Is entitled to Medicare under Part A and enrolled in
Part B (except that an individual entitled only to Part B and who
was enrolled in an HMO or CMP with a risk contract under part 417
of this chapter on Decenber 31, 1998 may continue to be enrolled
in the MHC organi zation as an MtC plan enroll ee);

(2) Has not been nedically determ ned to have end- stage
renal di sease, except that an individual who devel ops end-stage
renal di sease while enrolled in an MtC plan or in a health plan
of fered by the MtC organi zation is eligible to elect an M-C pl an
of fered by that organi zati on;

(3) Meets either of the follow ng residency requirenents:

(i) Resides in the service area of the MC pl an.

(ii) Resides outside of the service area of the MtC plan and
is enrolled in a health plan offered by the M+C organi zati on
during the nonth inmedi ately preceding the nonth in which the
individual is entitled to both Medicare Part A and Part B,
provi ded that an M+C organi zati on chooses to offer this option
and that HCFA determ nes that all applicable M-C access
requi renents of 8422.112 are nmet for that individual through the
M+-C pl an's established provider network. The M-C organi zation
must furnish the sane benefits to these enrollees as to enrollees

who reside in the service area;
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(4) Has been a nenber of an Enployer Group Health Pl an
(EGHP) that includes the elected MtC plan, even if the individua
lives outside of the MtC plan service area, provided that an MC

organi zati on chooses to offer this option and that HCFA
determines that all applicable MtC access requirenents at 8422.12
are met for that individual through the MtC plan's established
provi der network. The MtC organization nust furnish the same
benefits to all enrollees, regardl ess of whether they reside in

t he service area;

(5) Conpletes and signs an election formand gives
i nformati on required for enrollnent; and

(6) Agrees to abide by the rules of the M+C organi zati on
after they are disclosed to himor her in connection with the
el ecti on process.

* * * * *

7. In 8422.54, the heading of paragraph (b) and paragraphs
(c)(2), (d)(1), and (d)(3) are revised to read as foll ows:
8§422.54 Continuation of enrollnent.

* * * * *

(b) Basic rule. * * *

(¢c) * * *

(2) An enrollee who noves out of the service area into the

geographi c area designated as the continuation area has the
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choi ce of continuing enrollnment or disenrolling fromthe plan.
The enrol |l ee nmust nmeke the choice of continuing enrollnent in a
manner specified by HCFA. If no choice is made, the enrollee
must be disenrolled fromthe plan.

(d) * * *

(1) Continuation of enrollnment benefits. The MC
organi zation nust, at a mninmum provide or arrange for the
Medi care-covered benefits as described in 8422.101(a).

(3) Reasonable cost-sharing. For services furnished in the
conti nuation area, an enrollee's cost-sharing liability is
limted to the cost-sharing anounts required in the M+C plan's
service area (in which the enrollee no | onger resides).

8. Section 8422.60 is anmended by:

A.  Revising paragraph (b)(1).

B. Addi ng paragraph (b)(3).

C. Revising paragraphs (e)(6), (f)(1), and (f)(3).

8422.60 Election process.

(b) Capacity to accept new enrollees. (1) MC organi zations

may submt information on enrollnment capacity of plans they offer

by July 1 of each year as provided by 8422.306(a)(1).



HCFA- 1030- FC 767
* * * * *

(3) HCFA considers enrollnment limt requests for an MtC pl an
service area, other than those submtted with the adjusted
community rate proposal, or for a portion of the plan service
area, only if the health and safety of beneficiaries is at risk,
such as if the provider network is not available to serve the
enrollees in all or a portion of the service area.

* * * * *

(e) * * *

(6) Upon receipt of the election formor fromthe date a
vacancy occurs for an individual who was accepted for future
enrol |l nent, the M+C organi zation transmts, within the tinmefranes
specified by HCFA, the information necessary for HCFA to add the
beneficiary to its records as an enrollee of the MtC
or gani zati on.

(f) * * *

(1) I'n cases in which an MtC organi zati on has both a
Medi care contract and a contract with an enpl oyer group health
pl an, and in which the MtC organi zati on arranges for the enpl oyer
to process election forns for Medicare-entitled group nenbers,
who wi sh to enroll under the Medicare contract, the effective
date of the election may be retroactive. Consistent with
8422. 250(b), paynent adjustnents based on a retroactive effective

date may be made for up to a 90-day period.
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(3) Upon receipt of the election formfromthe enpl oyer, the
M+-C organi zati on nust submt the enrollment within tinmefranes
speci fied by HCFA

9. Section 422.62 is anended by:

A. Renoving, in paragraph (a)(3), the phrase "as provide
under” and adding in its place the phrase "as provi ded under"”

B. Revising paragraphs (a)(4)(i) and (a)(5)(i).

C. Addi ng new paragraph (a)(6).

D. Revising paragraph (b)(1).

8422. 62 El ecti on of coverage under an M+C pl an.

(a) * * *

(4) * * *

(1) Except as provided in paragraphs (a)(4)(ii),
(a)(4)(iii), and (a)(6) of this section, an individual who is
eligible to elect an MC plan in 2002 may el ect an M+C pl an or
change his or her election froman MC plan to original Mdicare
or to a different MtC plan, or fromoriginal Mdicare to an MC
pl an, but only once during the first 6 nonths of the year.

(5) * % %

(1) For 2003 and subsequent years, except as provided in
paragraphs (a)(5)(ii), (a)(5(iii), and (a)(6) of this section,

an individual who is eligible to elect an MtC plan may el ect an
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M+-C pl an, change his or her election froman MC plan to origina
Medicare or to a different MtC plan, or fromoriginal Medicare to
an M+C plan, but only once during the first 3 nonths of the year.

(6) Open enrollnent period for institutionalized
i ndividuals. After 2001, an individual who is eligible to el ect
an MtC plan and who is institutionalized, as defined by HCFA, is
not limted (except as provided for in paragraph (d) of this
section for MtC MSA pl ans) in the nunber of elections or changes
he or she may make. Subject to the M+C pl an being open to
enrol | ees as provided under 8422.60(a)(2), an M+C eligible
institutionalized individual may at any tine elect an MtC plan or
change his or her election froman MC plan to original Medicare,
to a different MC plan, or fromoriginal Medicare to an
M+-C pl an.

(b) * * *

(1) HCFA or the organization has term nated the
organi zation's contract for the plan, discontinued the plan in
the area in which the individual resides, or the organi zati on has
notified the individual of the inpending term nation of the plan,
or the inpending discontinuation of the plan in the area in which
t he individual resides.

* * * * *

10. Section 422.64 is revised to read as foll ows:
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8422.64 Information about the MtC program

Each MtC organi zati on nust provide, on an annual basis, and
in a format and using standard term nol ogy that nmay be specified
by HCFA, the information necessary to enable HCFA to provide to
current and potential beneficiaries the information they need to
make i nformed decisions with respect to the avail able choices for
Medi care cover age.

11. Section 8422.66 is anended by:

A. Republishing the headi ng of paragraph (b) and the
i ntroductory text for paragraph (b)(3).

B. Revising paragraphs (b)(3)(i), (d)(1), (d)(3), the
i ntroductory text for paragraph (e), and paragraphs (e)(2),
and (f).
8422.66 Coordination of enrollment and disenroll nent through MC
or gani zati ons.

* * * * *

(b) Disenrollnent--

* * * * *
(3) Responsibilities of the MtC organi zati on. The MC
or gani zati on rmust - -

(i) Submt a disenrollnent notice to HCFA within tinmefranes

speci fied by HCFA,

* * * * *
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(d) * * *
(1) Basic rule. An MtC plan offered by an MtC organi zati on

nmust accept any individual (regardless of whether the individua

has end-stage renal disease) who is enrolled in a health plan

of fered by the MtC organi zati on during the nonth i medi ately

preceding the nonth in which he or she is entitled to both Part A

and Part B, and who neets the eligibility requirenents at

8422. 50.
* * * * *
(3) Effective date of conversion. |If an individual chooses

to remain enrolled with the M-C organi zation as an MtC enrol | ee,
the individual's conversion to an M+tC enrollee is effective the
nmonth in which he or she is entitled to both Part A and Part B in
accordance with the requirenents in paragraph (d)(5) of this
secti on.

* * * * *

(e) Maintenance of enrollnment. An individual who has nade
an el ection under this section is considered to have continued to
have made that election until either of the follow ng, which ever
occurs first:

* * *
(2) The el ected MC plan is discontinued or no | onger serves

the area in which the individual resides, the organization does
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not offer, or the individual does not elect, the option of
continuing enroll nment, as provided under either 8422.54 or
8422. 74(b) (3) (ii).

(f) Exception for enployer group health plans. (1) In cases
when an M+C organi zati on has both a Medicare contract and a
contract with an enpl oyer group health plan, and in which the MC
organi zati on arranges for the enployer to process election forns
for Medicare-entitled group nenbers who wi sh to disenroll from
the Medicare contract, the effective date of the election may be
retroactive. Consistent with 8422.250(b), paynent adjustnents
based on a retroactive effective date may be made for up to a
90- day peri od.

(2) Upon receipt of the election formfromthe enpl oyer, the
M+-C organi zati on nust submt a disenrollnment notice to HCFA
within tinmeframes specified by HCFA

12. Revise 8422.68(c) to read as foll ows:

8422. 68 Ef fecti ve dates of coverage and change of coverage.
* * * * *

(c) Open enrollnment periods. For an election, or change in
el ection, made during an open enrol |l nent period as described in
8422.62(a)(3) through (a)(6), coverage is effective as of the
first day of the first cal endar nonth follow ng the nonth in

which the election is made, except that, if the election or
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change in election is nmade after the 10th day of any cal endar
nmonth, then the election shall not take effect until the first
day of the second cal endar nonth follow ng the date on which the
el ection is nade.

13. Section 422.74 is anended by revising paragraphs
(b)(2) (i), (b)(3), (c), (d)(1), the heading of paragraph (d)(3),
(d)(4), and (d)(7) to read as foll ows:

8422.74 Disenrollnment by the M-C organi zati on.

(b) * * *
(2) * * *

(i) The individual no |onger resides in the MC plan's
service area as specified under paragraph (d)(4) of this section,
is no longer eligible under 8422.50(a)(3)(ii), and optiona
conti nued enrol |l ment has not been offered or el ected under
8422. 54.

* * * * *

(3) Plan term nation or reduction of area where plan is
avai l able. (i) General rule. An MtC organization that has its
contract for an MtC plan term nated, that term nates an M+C pl an
or that discontinues offering the plan in any portion of the area

where the plan had previously been avail abl e, nust disenrol
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affected enrollees in accordance with the procedures for

di senrol Il ment set forth at paragraph (d)(7) of this section,
unl ess the exception in paragraph (b)(3)(ii) of this section
appl i es.

(ii) Exception. Wen an MtC organi zation di scontinues
offering an MFC plan in a portion of its service area, the MC
organi zation may elect to offer enrollees residing in all or
portions of the affected area the option to continue enrol | nent
in an M+C plan offered by the organi zation, provided that there
is no other MtC plan offered in the affected area at the tinme of
the organization's election. The organization nmay require an
enrol | ee who chooses to continue enrollnment to agree to receive
the full range of basic benefits (excluding enmergency and
urgently needed care) exclusively through facilities designated
by the organization within the plan service area.

(c) Notice requirenent. |If the disenrollnent is for any of
the reasons specified in paragraphs (b)(1), (b)(2)(i), or (b)(3)
of this section (that is, other than death or |oss of entitlenent
to Part A or Part B) the M+C organi zati on nust give the
i ndividual a witten notice of the disenrollnment with an
expl anation of why the M+C organi zation is planning to di senrol
the individual. Notices for reasons specified in paragraphs

(b)(1) through (b)(2)(i) nust--
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(1) Be nmailed to the individual before subm ssion of the
di senrol | nent notice to HCFA; and

(2) Include an explanation of the individual's right to a
heari ng under the M-C organi zation's grievance procedures.

(d) * * *

(1) Monthly basic and suppl ementary prem uns are not paid
tinmely. An M+C organi zation may di senroll an individual fromthe
M+C plan for failure to pay any basic and suppl enentary prem uns
under the follow ng circunstances:

(i) The MtC organi zati on makes a reasonable effort to
col | ect unpaid prem um anmounts by sending a witten notice of
nonpaynment to the enrollee within 20 days after the date the
del i nquent charges were due--

(A) Alerting the individual that the premuns are
del i nquent ;

(B) Providing the individual with an explanation of the
di senrol | ment procedures and any | ock-in requirenents of the MtC
pl an; and

(C Advising that failure to pay the premuns within the 90-
day grace period will result in termnation of M-C coverage;

(ii) The M+C organi zation only disenrolls a Medicare

enrol | ee when the organi zati on has not received paynent within 90
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days after the date it has sent the notice of nonpaynent to the
enrol | ee.

(ii1) The MtC organi zation gives the individual a witten
notice of disenrollnment that neets the requirenent set forth in
par agraph (c) of this section.

(iv) If the enrollee fails to pay the prem um for optiona
suppl enental benefits (that is, a package of benefits that an
enrollee is not required to accept), but pays the basic prem um
and any mandat ory suppl enmental prem um the M+C organi zati on has
the option to discontinue the optional supplenental benefits and
retain the individual as an M+C enrol |l ee.

* * * * *

(3) Individual commits fraud or permts abuse of enroll nment
card. ***

* * * * *

(4) Individual no longer resides in the M-C plan's service
area. (i) Basis for disenrollnment. Unless continuation of
enroll ment is elected under 8422.54, the MC organi zati on nust
di senroll an individual if the M+C organi zati on establishes, on
the basis of a witten statenment fromthe individual or other
evi dence acceptable to HCFA, that the individual has pernmanently
noved out of a plan's service area. |If the individual has not

noved fromthe M+C plan’s service area, but has left the plan's
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service area for nore than 6 nonths, the M+C organi zati on nust
di senrol |l the individual.

(ii) Special rule. The M:C organi zation nmust disenroll an
i ndi vidual who is enrolled in the MtC plan, under the eligibility
requi renents at 8422.50(a)(3)(ii) or (a)(4), if the organization
establ i shes, on the basis of a witten statenent fromthe
i ndi vi dual or other evidence acceptable to HCFA, that the
i ndi vi dual has pernmanently noved fromthe residence in which she
or he resided at the tine of enrollnment in the MHC plan, to an
area outside the MtC plan service area (unless continuation of
enrol Il ment is elected under 8422.54). If the individual has not
per manent|ly noved fromthe residence in which she or he resided
at the tinme of enrollnment in the M+tC plan, but has left the
resi dence for over 6 nonths, the M-C organi zati on nust di senrol
t he i ndi vi dual .

(ii1) Notice of disenrollnment. The MC organization nust
give the individual a witten notice of the disenrollnent that
neets the requirenents set forth in paragraph (c) of this
secti on.

* * * * *

(7) Plan term nation or area reduction. (i) Wen an M+C
organi zation has its contract for an M+tC plan term nat ed,

term nates an M+C plan, or discontinues offering the plan in any
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portion of the area where the plan had previously been avail abl e,
the M+C organi zati on nust give each affected M+C plan enroll ee a
witten notice of the effective date of the plan term nation or
area reduction and a description of alternatives for obtaining
benefits under the M+C program

(ii) The notice nust be sent before the effective date of
the plan term nation or area reduction, and in the timefranes
specified in 8422.506(a)(2).

14. Section 422.80 is anended by:

A. Republishing the introductory text in paragraph (b)(5).

B. Revising paragraph (b)(5)(v).

C. Republishing the introductory text in paragraph (c).

D. Revising paragraph (c)(4).

E. Adding new paragraphs (e)(1)(vi), (e)(1)(vii), and
(e)(1)(viii).

F. Revising paragraph (f).
8422.80 Approval of marketing materials and el ection forns.

(b) * * *

(5) Exanples of marketing materials include, but are not

limted to:

* * *
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(v) Menbership communi cation materials such as nenbership
rul es, subscriber agreenents (evidence of coverage), nenber
handbooks and wal | et card instructions to enroll ees.

* * * * *

(c) @Quidelines for HCFA review. In review ng narketing
material or election forns under paragraph (a) of this section,
HCFA determ nes that the marketing naterial s:

* * * * *
(4) Are not materially inaccurate or m sl eading or otherw se

make material m srepresentations.

* * * * *
(e) * * *
(1) * * *

(vi) Use providers or provider groups to distribute printed
i nformati on conparing the benefits of different health plans
unl ess the materials have the concurrence of all MC
organi zati ons invol ved and have recei ved prior approval by HCFA.
Physi ci ans or providers may distribute health plan brochures
(exclusive of application forns) at a health fair or in their
of fices. Physicians may discuss, in response to an individua
patient's inquiry, the various benefits in different health

pl ans.
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(vii) Accept plan applications in provider offices or other
pl aces where health care is delivered.

(viii) Enmploy MtC plan nanes that suggest that a plan is not
avai l able to all Medicare beneficiaries. This prohibition shal
not apply to MFC plan nanes in effect on [Insert date: 30 days
after date of publication in the Federal Register].

(f) Enployer group retiree marketing. MtC organi zations may
devel op marketing nmaterials designed for nenbers of an enpl oyer
group who are eligible for enpl oyer-sponsored benefits through
the M+C organi zation, and furnish these materials only to the
group nenbers. Wiile the materials nust be submtted for
approval under paragraph (a) of this section, HCFA wi |l not
review portions of these materials that relate to enpl oyer group
benefits.

15. Revise 8422.100 to read as follows:

8422.100 Ceneral requirenents.

(a) Basic rule. Subject to the conditions and limtations
set forth in this subpart, an M+C organi zation offering an MtC
pl an nmust provide enrollees in that plan with coverage of the
basi ¢ benefits described in paragraph (c) of this section (and,
to the extent applicable, the benefits described in 8422.102) by

furni shing the benefits directly or through arrangenents, or by
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payi ng for the benefits. HCFA reviews these benefits subject to
the requirements of 8422.100(g) and the requirenents in subpart G
of this part.

(b) Services of noncontracting providers and suppliers.

(1) An MHC organi zation nust nmake tinely and reasonabl e
paynment to or on behalf of the plan enrollee for the follow ng
services obtained froma provider or supplier that does not
contract with the M+C organi zation to provide services covered by
t he M+C pl an:

(i) Anbul ance services dispatched through 911 or its |oca
equi val ent as provided in 8422.113.

(ii) Emergency and urgently needed services as provided in
8§422. 113.

(ii1) Maintenance and post-stabilization care services as
provided in 8422.113.

(iv) Renal dialysis services provided while the enroll ee was
tenporarily outside the plan's service area.

(v) Services for which coverage has been denied by the MC
organi zati on and found (upon appeal under subpart Mof this part)
to be services the enrollee was entitled to have furnished, or
paid for, by the MC organization.

(2) An MKC plan (other than an M+C MSA pl an) offered by an

M+-C organi zation sati sfies paragraph (a) of this section with
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respect to benefits for services furnished by a noncontracting
provider if that M+tC plan provi des paynent in an anmount the
provi der woul d have received under original Medicare (including
bal ance billing permtted under Medicare Part A and Part B).

(c) Types of benefits. An M-C plan includes at a m ni mum
basi c benefits, and al so may include nandatory and opti ona
suppl enent al benefits.

(1) Basic benefits are all Medicare-covered services, except
hospi ce services, and additional benefits as defined in 8422.2
and neeting all requirenents in 8422.312.

(2) Suppl emental benefits, which consist of--

(i) Mandatory suppl enental benefits are services not covered
by Medi care that an M+C enrol | ee nust purchase as part of an M+C
plan that are paid for in full, directly by (or on behalf of)
Medi care enrollees, in the formof prem uns or cost-sharing.

(ii) Optional supplenental benefits are health services not
covered by Medicare that are purchased at the option of the M+C
enrollee and paid for in full, directly by (or on behalf of) the
Medi care enrollee, in the formof prem uns or cost-sharing.

These services may be grouped or offered individually.
(d) Availability and structure of plans. An MtC organi zation

of fering an MFC plan nust offer it--
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(1) To all Medicare beneficiaries residing in the service
area of the M+C pl an

(2) At a uniformpremium wth uniformbenefits and cost -
sharing throughout the plan’s service area, or segnent of service
area as provided in 8422.304(b)(2).

(e) Terns of M+C plans. Terns of MtC plans described in
instructions to beneficiaries, as required by 8422. 111, wll
i ncl ude basic and suppl enental benefits and terns of coverage for
t hose benefits.

(f) Multiple plans in one service area. An M:C organi zation
may of fer nore than one M+C plan in the sane service area subject
to the conditions and limtations set forth in this subpart for
each M+C pl an.

(g) HCFA review and approval of MtC benefits. HCFA reviews
and approves MtC benefits using witten policy guidelines and
requirenents in this part, operational policy letters, and other
HCFA i nstructions to ensure that--

(1) Medi care-covered services neet HCFA fee-for-service
gui del i nes;

(2) M+C organi zations are not designing benefits to
di scri mi nate agai nst beneficiaries; and

(3) Benefit design neets other M-C program requirenents.
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(h) Benefits affecting screeni ng manmogr aphy, influenza
vacci ne, and pneunoccal vaccine. (1) Enrollees of MtC
organi zations may directly access (through self-referral)
screeni ng manmogr aphy and i nfl uenza vacci ne.

(2) M+C organi zati ons nay not inpose cost-sharing for
i nfl uenza vacci ne and pneunococcal vaccine on their MC plan
enrol | ees.

(i) Requirenents relating to Medicare conditions of
participation. Basic benefits nust be furnished through
providers neeting the requirenents in 8422.204(b)(3).

(j) Provider networks. The M+C plans offered by an M+C
organi zati on may share a provider network as |ong as each M+C
pl an i ndependently neets the access and availability standards
descri bed at 8422.112, as determ ned by HCFA.

16. Revise 8422.101 to read as fol |l ows:

8422. 101 Requirenents relating to basic benefits.

Except as specified in 8422.264 (for entitlenment that begins
or ends during a hospital stay) and 8422.266 (with respect to
hospi ce care), each M+C organi zati on nmust neet the follow ng
requirenents:

(a) Provide coverage of, by furnishing, arranging for, or
maki ng paynent for, all services that are covered by Part A and

Part B of Medicare (if the enrollee is entitled to benefits under
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both parts) or by Medicare Part B (if entitled only under Part B)
and that are available to beneficiaries residing in the plan's
service area. Services may be provided outside of the service
area of the plan if the services are accessible and available to
enrol | ees.

(b) Conply with --

(1) HCFA's national coverage determ nations;

(2) General coverage guidelines included in origina
Medi care manual s and instructions unl ess superseded by
operational policy letters or regulations in this part; and

(3) Witten coverage decisions of local carriers and
internediaries with jurisdiction for clains in the geographic
area in which services are covered under the M-C pl an.

17. Revise 8422.102 to read as foll ows:

8422.102 Suppl emental benefits.

(a) Mandatory suppl enental benefits. (1) Subject to HCFA s
approval, an M+C organi zati on may require Medi care enrol | ees of
an M+C plan other than an MSA plan to accept and pay for services
in addition to Medicare-covered services described in 8422.101
and addi tional benefits described in 8§422.312.

(2) If the M+C organi zation i nposes mandat ory suppl enment al
benefits, it nust inpose themon all Medicare beneficiaries

enrolled in the MC pl an.
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(3) HCFA approves nmandatory suppl enental benefits if the
benefits are designed in accordance with HCFA s gui delines and
requi renents as stated in this part and instructions and
operational policy letters.

(b) Optional supplenental benefits. Except as provided in
8422.104 in the case of MSA plans, each M+C organi zati on may
offer (for election by the enrollee and without regard to health
status) services that are not included in the basic benefits as
descri bed in 8422.100(c) and any mandatory suppl enmental benefits
descri bed in paragraph (a) of this section. Optiona
suppl enental benefits are purchased at the discretion of the
enrol |l ee and nust be offered to all Medicare beneficiaries
enrolled in the MC pl an.

(c) Paynent for supplenental services. Al supplenental
benefits are paid for in full, directly by (or on behalf of) the
enrol | ee of the M+C pl an.

(d) Marketing of supplenental benefits. MC organizations
may of fer enrollees a group of services as one optional
suppl enental benefit, offer services individually, or offer a
conbi nation of groups and i ndividual services.

18. Section 422.105 is anended by:

A. Revising the introductory text for paragraph (a).

B. Revising paragraph (f).
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8422.105 Special rules for point of service option.

(a) General rule. A PCS benefit is an option that an MtC
organi zation may offer in an M+C coordi nated care plan or network
M-C MSA plan to provide enrollees with additional choice in
obt ai ni ng specified health care services. The organization nay
of fer a POS option--

* * * * *

(f) POS-related data. An M+C organi zation that offers a POS
benefit through an MtC plan nmust report enrollee utilization data
at the plan |l evel by both plan contracting providers (in-network)
and by non-contracting providers (out-of-network) including
enrol | ee use of the PCS benefit, in the formand manner
prescri bed by HCFA.

19. Revise 8422.106 to read as follows:

8422.106 Coordination of benefits with enployer group health
pl ans and Medi cai d.

(a) General rule. |If an MtC organization contracts with an
enpl oyer group health plan (EGHP) that covers enrollees in an MC
plan, or contracts with a State Medi caid agency to provide
Medi cai d benefits to individuals who are eligible for both
Medi care and Medicaid, and who are enrolled in an MtC pl an, the
enrol | ees nust be provided the sane benefits as all other

enrollees in the MtC plan, with the EGHP or Medi caid benefits
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suppl enenting the M+C pl an benefits. Jurisdiction regulating
benefits under these circunstances is as follows:

(1) Al requirenments of this part that apply to the M+C
program apply to the MtC pl an coverage provided to enrollees
eligible for benefits under an EGHP or Medicaid contract.

(2) Enpl oyer benefits that conplenent an MtC plan, and the
mar keting materials associated with the benefits, are not subject
to review or approval by HCFA. M+C plan benefits provided to
menbers of the EGHP, and the associated narketing materials, are
subj ect to HCFA revi ew and approval .

(3) Medicaid benefits are not reviewed under this part, but
are subject to appropriate HCFA revi ew under the Medicaid
program MtC plan benefits provided to individuals entitled to
Medi cai d benefits provided by the MtC organi zati on under a
contract with the State Medi caid agency are subject to M+C rul es
and requirenents.

(b) Exanples. Enployer/Medicaid benefits, perm ssible EGHP
or Medicaid plan benefits include the follow ng:

(1) Paynent of a portion or all of the M+C basic and
suppl enental prem uns.

(2) Paynent of a portion or all of other cost-sharing

anount s approved for the M-C pl an.
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(3) O her enployer-sponsored benefits that may require
addi ti onal prem um and cost-sharing, or other benefits provided
by the organi zati on under a contract with the State Medicaid
agency.

20. Section 422.108 is anended by:

A. Republishing the introductory text for paragraph (b).

B. Revising paragraphs (b)(2), (c), the introductory text
i n paragraph (d), and paragraph (e).

C. Adding a new paragraph (f).

8422.108 Medi care secondary payer (MSP) procedures.

(b) Responsibilities of the MtC organi zati on. The MC

organi zati on must, for each MtC pl an--

* * * * *

(2) ldentify the anobunts payabl e by those payers; and

(c) Collecting fromother entities. The MtC organization
may bill, or authorize a provider to bill, other individuals or
entities for covered Medicare services for which Medicare is not
the primary payer, as specified in paragraphs (d) and (e) of this
secti on.

(d) Collecting fromother insurers or the enrollee. If a

Medi care enrol |l ee receives froman M-C organi zati on covered
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services that are al so covered under State or Federal workers
conpensation, any no-fault insurance, or any liability insurance

policy or plan, including a self-insured plan, the MC

organi zation may bill, or authorize a provider to bill any of the
fol | ow ng- -
* * * * *

(e) Collecting fromgroup health plans (GHPs) and | arge
group health plans (LGHPs). An MtC organization may bill a GHP
or LGHP for services it furnishes to a Medicare enrollee who is
al so covered under the GHP or LGHP and may bill the Medicare
enrollee to the extent that he or she has been paid by the GHP or
LGHP.

(f) MBP rules and State | aws. Consistent with 8422. 402
concerning the Federal preenption of State |law, the rules
establ i shed under this section supersede any State | aws,
regul ati ons, contract requirenents, or other standards that would
ot herwi se apply to MtC plans only to the extent that those State
| aws are inconsistent with the standards established under this
part. A State cannot take away an M+C organi zation's right under
Federal |aw and the MSP regulations to bill, or to authorize
provi ders and suppliers to bill, for services for which Medicare
is not the primary payer. Section 1852(a)(4) of the Soci al

Security Act does not prohibit a State fromlimting the anount



HCFA- 1030- FC 791

of the recovery; thus, State |aw could nodify, but not negate, an
M+-C organi zation's rights in this regard.

21. In 422.109, the introductory text for paragraph (b) and
par agraph (b)(5) are revised to read as fol |l ows:

8422.109 Effect of national coverage determ nations (NCDs).
* * * * *

(b) The MtC organi zation nust furnish, arrange or pay for an
NCD "significant cost"” service before the adjustnent of the
annual M+C capitation rate. The following rules apply to these
servi ces:

* * * * *

(5) Beneficiaries are liable for any applicabl e coi nsurance

amounts, but are not responsible for the Part A deductible.
* * * * *

22. Revise 8422.110(c) to read as follows:

8422.110 Discrimnation against beneficiaries prohibited.
* * * * *

(c) Additional requirenents. An M:C organi zation is
required to observe the provisions of the Civil R ghts Act, Age
Di scrimnation Act, Rehabilitation Act of 1973, and Anmericans
with Disabilities Act (see 8422.502(h)).

23. Section 422.111 is anended by:

A. Revising the introductory text in paragraph (a).
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B. Revising paragraphs (b)(2)(i), (b)(4), and (b)(5)(i).

C. Republishing the introductory text in paragraph (c) and
revi sing paragraph (c)(1).

D. Revising paragraph (e).

E. Addi ng new paragraph (f).
8422.111 Disclosure requirenents.

(a) Detail ed description. An MtC organi zati on nust di scl ose

the information specified in paragraph (b) of this section--

(b) * * *
(2) * * *

(i) The benefits offered under original Mdicare, including
the content specified in paragraph (f)(1) of this section;

(4) Qut-of-area coverage provided under the plan, including
coverage provided to individuals eligible to enroll in the plan
under 8422.50(a)(3)(ii).

(5) * * *

(i) Explanation of what constitutes an energency,
referencing the definitions of emergency services and energency

nedi cal condition at 8422.113;

* * * * *



HCFA- 1030- FC 793

(c) Disclosure upon request. Upon request of an individua
eligible to elect an MC plan, an M+C organi zati on nust provide
to the individual the follow ng informtion:

(1) The information required paragraph (f) of this section.

* * * * *
(e) Changes to provider network. The M-C organi zati on nust
make a good faith effort to provide witten notice of a
term nation of a contracted provider at |east 30 cal endar days
before the termi nation effective date to all enrollees who are
patients seen on a regular basis by the provider whose contracted
is termnating, irrespective of whether the term nation was for
cause or w thout cause. Wen a contract term nation involves a
primary care professional, all enrollees who are patients of that
primary care professional nmust be notified.
(f) Disclosable information--(1) Benefits under original
Medi car e.
(i) Covered services.
(ii) Beneficiary cost-sharing, such as deducti bl es,
coi nsurance, and copaynent anounts.
(ii1) Any beneficiary liability for balance billing.
(2) Enrollnment procedures. Information and instructions on

how t o exercise el ection options under this subpart.
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(3) Rights. A general description of procedural rights
(i ncluding grievance and appeal s procedures) under origina
Medi care and the M+C program and the right to be protected
agai nst discrimnation based on factors related to health status
in accordance with 8§422.110.

(4) Medigap and Medicare Select. A general description of
the benefits, enrollnment rights, and requirenents applicable to
Medi care suppl enental policies under section 1882 of the Act, and
provisions relating to Medicare Sel ect policies under section
1882(t) of the Act.

(5) Potential for contract termnation. The fact that an MtC
organi zation may termnate or refuse to renew its contract, or
reduce the service area included in its contract, and the effect
that any of those actions may have on individuals enrolled in
t hat organi zation's MtC pl an.

(6) Conparative information. A list of MC plans that are or
w || be available to residents of the service area in the
foll ow ng cal endar year, and, for each avail abl e pl an,

i nformati on on the aspects described in paragraphs (c)(7) through
(c)(11) of this section, presented in a manner that facilitates
conpari son anong the plans.

(7) Benefits. (i) Covered services beyond those provided

under original Medicare.
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(ii) Any beneficiary cost-sharing.
(ii1) Any maximum |limtations on out-of-pocket expenses.
(iv) In the case of an MtC MSA pl an, the anount of the annua
MBA deposit and the differences in cost-sharing, enrollee
prem uns, and bal ance billing, as conpared to M+C pl ans.
(v) In the case of an M+C private fee-for-service plan,
di fferences in cost-sharing, enrollee prem uns, and bal ance
billing, as conpared to M+C pl ans.
(vi) The extent to which an enrollee nay obtain benefits
t hrough out - of - network health care providers.
(vii) The types of providers that participate in the plan's
network and the extent to which an enrollee nay sel ect anong
t hose providers.
(viii) The coverage of energency and urgently needed
servi ces.
(8) Premuns. (i) The MtC nonthly basic beneficiary
prem uns.
(ii) The M+C nonthly suppl enental beneficiary prem um
(9) The plan's service area.
(10) Quality and performance indicators for benefits under a
plan to the extent they are available as follows (and how t hey

conpare with indicators under original Medicare):
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(i) Disenrollnment rates for Medicare enrollees for the 2
previ ous years, excluding disenrollnment due to death or noving
outsi de the plan's service area, cal cul ated according to HCFA
gui del i nes.

(ii) Medicare enrollee satisfaction.

(ii1) Health outcones.

(iv) Plan-1evel appeal data.

(v) The recent record of plan conpliance with the
requirenents of this part, as determ ned by the Secretary.

(vi) OQther performance indicators.

(11) Suppl enental benefits. Wether the plan offers
mandat ory suppl enental benefits or offers optional supplenenta
benefits and the prem uns and other ternms and conditions for
t hose benefits.

24. Section 422.112 is anended by:

A. Republishing the introductory text to paragraph (a).

B. Revising paragraphs (a)(2), (a)(3) and (a)(9).

C. Addi ng new paragraph (a)(10).

D. Renoving paragraph (c).
8§422.112 Access to services.

(a) Rules for coordinated care plans and network MC NMSA
pl ans. An M+C organi zation that offers an MtC coordi nated care

plan or network M+C MSA plan may specify the networks of
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provi ders fromwhomenroll ees may obtain services if the MC
organi zati on ensures that all covered services, including
addi ti onal or supplenental services contracted for by (or on
behal f of) the Medicare enrollee, are avail able and accessible
under the plan. To acconplish this, the MtC organi zati on nust
neet the follow ng requirenents:

* * * * *

(2) PCP panel. Establish a panel of PCPs from which the
enrollee may select a PCP. |If an MtC organization requires its
enrollees to obtain a referral in nost situations before
receiving services froma specialist, the M-C organi zati on nust
ei ther assign a PCP for purposes of making the needed referral or
make ot her arrangenents to ensure access to nedically necessary
specialty care.

(3) Specialty care. Provide or arrange for necessary
specialty care, and in particular give wonen enroll ees the option
of direct access to a wonen's health specialist within the
network for wonen's routine and preventive health care services
provi ded as basic benefits (as defined in 8422.2). The MC
organi zati on arranges for specialty care outside of the plan
provi der network when network providers are unavail abl e or

i nadequate to neet an enrollee's nedical needs.

* * * * *



HCFA- 1030- FC 798

(9) Cultural considerations. Ensure that services are
provided in a culturally conpetent nmanner to all enroll ees,
including those with limted English proficiency or reading
skills, and diverse cultural and ethnic backgrounds.

(10) Anbul ance services, energency and urgently needed
services, and post-stabilization care services coverage. Provide

coverage for anbul ance services, energency and urgently needed
services, and post-stabilization care services in accordance with
8§422. 113.

* * * * *

25. Add new 8422.113 to read as foll ows:

8422.113 Special rules for anbul ance services, energency and
urgently needed services, and mai ntenance and post-stabilization
care services.

(a) Anbul ance services. The M-C organi zation is financially
responsi bl e for anmbul ance services, including anbul ance services
di spat ched through 911 or its local equival ent, where other neans
of transportati on woul d endanger the beneficiary's health.

(b) Energency and urgently needed services. (1) Definitions.

(i) Enmergency nedical condition neans a nedical condition
mani festing itself by acute synptons of sufficient severity

(i ncluding severe pain) such that a prudent |ayperson, with an
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aver age know edge of health and nedici ne, could reasonably expect
t he absence of imediate nmedical attention to result in--

(A) Serious jeopardy to the health of the individual or, in
the case of a pregnant woman, the health of the wonman or her
unborn chil d;

(B) Serious inpairnent to bodily functions; or

(C) Serious dysfunction of any bodily organ or part.

(ii) Emergency services neans covered inpatient and
out patient services that are--

(A) Furnished by a provider qualified to furnish emergency
services; and

(B) Needed to evaluate or stabilize an energency nedica
condi tion.

(ii1) Ugently needed services neans covered services that
are not energency services as defined this section, provided when
an enrollee is tenporarily absent fromthe MtC plan's service
(or, if applicable, continuation) area (or, under unusual and
extraordi nary circunstances, provided when the enrollee is in the
service or continuation area but the organization's provider
network is tenporarily unavail abl e or inaccessible) when the
services are nedically necessary and i mmedi ately required--

(A) As a result of an unforeseen illness, injury, or

condition; and
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(B) It was not reasonable given the circunstances to obtain
the services through the organization offering the MtC pl an.

(2) M+C organi zation financial responsibility. The McC
organi zation is financially responsible for energency and
urgently needed services--

(i) Regardless of whether the services are obtained within
or outside the MtC organi zati on;

(ii) Regardl ess of whether there is prior authorization for
t he services.

(A) Instructions to seek prior authorization for emnergency
or urgently needed services may not be included in any nmaterials
furnished to enrollees (including wallet card instructions), and
enrol | ees nust be inforned of their right to call 911.

(B) Instruction to seek prior authorization before the
enrol | ee has been stabilized nmay not be included in any materials
furnished to providers (including contracts with providers);

(ii1) I'n accordance with the prudent |ayperson definition of
enmergency nedi cal condition regardl ess of final diagnosis;

(iv) For which a plan provider or other M-C organi zation
representative instructs an enrollee to seek energency services
within or outside the plan; and

(v) Wth alimt on charges to enrollees for energency

services of $50 or what it would charge the enrollee if he or she



HCFA- 1030- FC 801

obt ai ned the services through the M-C organi zati on, whichever is
| ess.

(3) Stabilized condition. The physician treating the
enrol | ee nust deci de when the enroll ee may be consi dered
stabilized for transfer or discharge, and that decision is
bi ndi ng on the M+C organi zati on.

(c) Maintenance care and post-stabilization care services
(hereafter together referred to as "post-stabilization care
services").

(1) Definition. Post-stabilization care services mnmeans
covered services, related to an enmergency nedi cal condition, that
are provided after an enrollee is stabilized in order to nmaintain
the stabilized condition, or, under the circunstances described
in paragraph (c)(2)(iii) of this section, to inprove or resolve
the enrollee's condition.

(2) M+C organi zation financial responsibility. The McC
or gani zati on- -

(i) Is financially responsible (consistent with 8§422.214)
for post-stabilization care services obtained within or outside
the M+C organi zation that are pre-approved by a plan provider or
ot her MtC organi zati on representative;

(ii) Is financially responsible for post-stabilization care

services obtained within or outside the MtC organi zati on that are
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not pre-approved by a plan provider or other MC organization
representative, but adm nistered to maintain the enrollee’s
stabilized condition within 1 hour of a request to the M+C
organi zation for pre-approval of further post-stabilization care
servi ces;

(ii1) Is financially responsible for post-stabilization care
services obtained within or outside the MtC organi zation that are
not pre-approved by a plan provider or other MC organization
representative, but admi nistered to maintain, inprove, or resolve
the enrollee's stabilized condition if--

(A) The Mt+C organi zati on does not respond to a request for
pre-approval within 1 hour;

(B) The MtC organi zati on cannot be contacted; or

(C The MtC organi zation representative and the treating
physi ci an cannot reach an agreenent concerning the enrollee's
care and a plan physician is not available for consultation. 1In
this situation, the MtC organi zati on nust give the treating
physi ci an the opportunity to consult with a plan physician and
the treating physician may continue with care of the patient
until a plan physician is reached or one of the criteria in
8422.113(c)(3) is net; and

(iv) Must limt charges to enrollees for post-stabilization

care services to an anount no greater than what the organization
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woul d charge the enrollee if he or she had obtained the services
t hrough t he M+C organi zati on.

(3) End of M+C organi zation's financial responsibility. The
M+-C organi zation's financial responsibility for
post-stabilization care services it has not pre-approved ends
when- -

(i) A plan physician with privileges at the treating
hospi tal assunes responsibility for the enrollee' s care;

(ii) A plan physician assunes responsibility for the
enrol |l ee's care through transfer;

(ii1) An M+C organi zation representative and the treating
physi ci an reach an agreenent concerning the enrollee's care; or

(iv) The enrollee is discharged.

26. Revise 8422.118 to read as foll ows:

8422.118 Confidentiality and accuracy of enrollee records.
For any nedi cal records or other health and enrol | nent

information it maintains with respect to enrollees, an MC
or gani zati on nmust establish procedures to do the follow ng:

(a) Abide by all Federal and State | aws regarding
confidentiality and disclosure of nedical records, or other
health and enroll ment information. The M-C organi zati on nust
safeguard the privacy of any information that identifies a

particul ar enroll ee and have procedures that specify--
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(1) For what purposes the information will be used within
t he organi zati on; and

(2) To whom and for what purposes it will disclose the
i nformati on outside the organi zati on.

(b) Ensure that nedical information is released only in
accordance with applicable Federal or State |aw, or pursuant to
court orders or subpoenas.

(c) Maintain the records and information in an accurate and
timely manner.

(d) Ensure tinely access by enrollees to the records and
information that pertain to them

27. Section 422.152 is anended by:

A. Revising the heading and introductory text for
par agraph (b).

B. Revising the heading and introductory text for
par agraph (e).

C. Revising paragraph (e)(1).

D. Republishing the headi ng of paragraph (f).

E. Addi ng new paragraph (f)(3).

8422.152 (Quality assessnment and perfornmance inprovenment program
* * * * *
(b) Requirenments for network MrC MSA pl ans and M+C

coordi nated care plans other than PPO plans. An organi zation
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offering a network MtC MSA plan or M+C coordi nated care pl an
ot her than a PPO plan nust do the foll ow ng:
* * * * *

(e) Requirenents for MtC PPO pl ans, non-network MSA pl ans,
and MtC private fee-for-service plans. An organization offering
an M+C pl an, non-network MSA plan, or private fee-for-service
pl an nmust do the follow ng:

(1) Measure performance under the plan using standard
nmeasures required by HCFA and report its performance to HCFA
The standard neasures may be specified in uniformdata collection
and reporting instrunments required by HCFA and will relate to--

(i) Cdinical areas including effectiveness of care, enrollee
perception of care, and use of services; and

(ii) Nonclinical areas including access to and availability
of services, appeals and grievances, and organi zati ona
characteristics.

* * * * *

(f) Requirenents for all types of plans--

* * * * *

(3) Renedial action. For each plan, the organization mnust
correct all problens that conme to its attention through interna

surveillance, conplaints, or other nmechani sns.
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28. In 8422.154, the introductory text for paragraph (b) is
republ i shed, and paragraph (b)(2) is revised to read as foll ows:
8422. 154 External review.

* * * * *

(b) Terns of the agreenent. The agreenent nust be
consi stent with HCFA gui delines and include the follow ng
provi si ons:

* * * * *

(2) Except in the case of conplaints about quality, exclude
review activities that HCFA determ nes woul d duplicate review
activities conducted as part of an approved accreditati on process
or as part of HCFA nonitoring.

* * * * *

29. Revise paragraphs (a) and (b) in 8422.156 to read as
fol | ows:

8422.156 Conpliance deenmed on the basis of accreditation.

(a) General rule. An M+C organi zation is deened to neet al
of the requirenents of any of the areas described in paragraph
(b) of this section if—-

(1) The MtC organi zation is fully accredited (and
periodically reaccredited) for the standards related to the
appl i cabl e area under paragraph (b) of this section by a private,

nati onal accreditation organization approved by HCFA, and
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(2) The accreditation organi zati on used the standards
approved by HCFA for the purposes of assessing the MC
organi zation's conpliance with Medi care requirenents.

(b) Deemabl e requirenents. The requirenents relating to the
foll ow ng areas are deenabl e:

(1) Quality assurance.

(2) Antidiscrimnation.

(3) Access to services.

(4) Confidentiality and accuracy of enrollee records.

(5) Information on advance directives.

(6) Provider participation rules.

* * * * *

30. Section 422.157 is anended by republishing the
i ntroductory text for paragraph (a) and revising paragraphs
(a)(3) and (b)(1) to read as follows:
8422. 157 Accreditation organizations.

(a) Conditions for approval. HCFA nmay approve an
accreditation organization with respect to a given standard under
this part if it meets the follow ng conditions:

* * * * *

(3) It ensures that:
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(i) Any individual associated with it, who is al so
associated with an entity it accredits, does not influence the
accreditation decision concerning that entity.

(ii) The nmpjority of the nenbership of its governing body is
not conprised of managed care organi zations or their
representatives.

(ii1) Its governing body has a broad and bal anced
representation of interests and acts w thout bias.

* * * * *

(b) Notice and comment. (1) Proposed notice. HCFA
publ i shes a notice in the Federal Register whenever it is
consi dering granting an accreditati on organi zation's application
for approval. The notice--

(i) Announces HCFA' s receipt of the accreditation
organi zation's application for approval;

(ii) Describes the criteria HCFA will use in evaluating the
appl i cation; and

(ii1) Provides at |east a 30-day conment peri od.

* * * * *

31. Revise the introductory text 8422.158(e) to read as

fol | ows:

8422.158 Procedures for approval of accreditation as basis for

deem ng conpli ance.
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(e) Notice of determ nation. HCFA gives the accreditation
organi zation, within 210 days of receipt of its conpleted
application, a formal notice that--

* * * * *

32. Section 422.202 is anended by:

A. Revising the introductory text of paragraph (b).

B. Adding a heading to paragraph (c).

C. Adding a new paragraph (d)

8422. 202 Participation procedures
* * * * *

(b) Consultation. The MtC organization nust establish a
formal mechanismto consult with the physicians who have agreed
to provide services under the M+C plan offered by the
organi zati on, regarding the organi zation's nedi cal policy,
qual ity assurance prograns and nmedi cal managenent procedures and
ensure that the follow ng standards are net:

* * * * *

(c) Subcontracted groups. ***

* * * * *

(d) Suspension or termnation of contract. An MC

organi zati on that operates a coordi nated care plan or network MSA
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pl an providing benefits through contracting providers nmust neet
the follow ng requirenents

(1) Notice to physician. An M-C organi zation that suspends
or term nates an agreenent under which the physician provides
services to MrC pl an enroll ees nmust give the affected individua
witten notice of the foll ow ng:

(i) The reasons for the action, including, if relevant, the
standards and profiling data used to eval uate the physician and
the nunbers and m x of physicians needed by the M-C organi zati on.

(ii) The affected physician's right to appeal the action and
the process and timng for requesting a hearing.

(2) Conmposition of hearing panel. The M+C organi zati on mnust
ensure that the najority of the hearing panel nenbers are peers
of the affected physician.

(3) Notice to licensing or disciplinary bodies. An MC
organi zati on that suspends or termnates a contract with a
physi ci an because of deficiencies in the quality of care nust
give witten notice of that action to |icensing or disciplinary
bodi es or to other appropriate authorities.

(4) Timefranes. An M-C organi zation and a contracting
provi der nust provide at |east 60 days witten notice to each
ot her before termi nating the contract w thout cause.

33. Revise 8422.204 to read as foll ows:
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8422.204 Provider selection and credentialing.

(a) General rule. An M:C organi zation nmust have witten
policies and procedures for the selection and eval uati on of
providers. These policies nmust conformw th the credential and
recredentialing requirenents set forth in paragraph (b) of this
section and with the antidiscrimnation provisions set forth in
8422. 205.

(b) Basic requirenments. An M+C organi zation nust follow a
docunent ed process with respect to providers and suppliers who
have signed contracts or participation agreenents that--

(1) For providers (other than physicians and other health
care professionals) requires determ nation, and redeterm nation
at specified intervals, that each provider is--

(i) Licensed to operate in the State, and in conpliance with
any ot her applicable State or Federal requirenents; and

(ii) Reviewed and approved by an accrediting body, or neets
the standards established by the organization itself;

(2) For physicians and other health care professionals,

i ncl udi ng nmenbers of physician groups, covers--

(i) Initial credentialing that includes witten application,
verification of licensure or certification fromprimary sources,
di sciplinary status, eligibility for paynent under Medicare, and

site visits as appropriate. The application nust be signed and
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dated and include an attestation by the applicant of the
correctness and conpl et eness of the application and ot her
i nformati on submtted in support of the application;

(ii) Recredentialing at |east every 2 years that updates
i nformati on obtained during initial credentialing and considers
performance indicators such as those collected through quality
assurance prograns, utilization managenent systens, handling of
gri evances and appeals, enrollee satisfaction surveys, and ot her
plan activities, and that includes an attestation of the
correctness and conpl eteness of the new information; and

(ii1) A process for consulting with contracting health care
professionals with respect to criteria for credentialing and
recredenti al i ng.

(3) Specifies that basic benefits nust be provided through,
or paynents nust be nade to, providers and suppliers that neet
applicable requirenents of title XVIIl and part A of title Xl of
the Act. In the case of providers neeting the definition of
"provider of services" in section 1861(u) of the Act, basic
benefits nmay only be provided through these providers if they
have a provider agreement with HCFA permtting themto provide
servi ces under original Medicare.

(4) Ensures conpliance with the requirenments at

8422.752(a)(8) that prohibit enploynent or contracts with
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individuals (or with an entity that enploys or contracts with
such an individual) excluded from participation under Medicare
and with the requirenents at 8422.220 regardi ng physicians and
practitioners who opt out of Medicare.

34. Add 8422.205 to read as foll ows:
8422.205 Provider antidiscrimnation rules.

(a) General rule. Consistent with the requirenents of this
section, the policies and procedures concerni ng provider
sel ection and credentialing established under 8422.204, and with
t he requirement under 8422.100(c) that all Medicare-covered
services be available to MtC pl an enrol |l ees, an MtC organi zati on
may sel ect the practitioners that participate in its plan
provi der networks. In selecting these practitioners, an M+C
organi zation may not discrimnate, in ternms of participation,
rei mbursenent, or indemnification, against any health care
prof essional who is acting within the scope of his or her license
or certification under State |law, solely on the basis of the
license or certification. |[If an M+C organi zation declines to
i nclude a given provider or group of providers in its network, it
must furnish witten notice to the effected provider(s) of the

reason for the deci sion.
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(b) Construction. The prohibition in paragraph (a)(1l) of
this section does not preclude any of the follow ng by the MC
or gani zati on:

(1) Refusal to grant participation to health care
prof essionals in excess of the nunber necessary to neet the needs
of the plan's enrollees (except for MtC private-fee-for-service
pl ans, which nmay not refuse to contract on this basis).

(2) Use of different reinbursenment anounts for different
specialties or for different practitioners in the sane specialty.

(3) Inplenentation of neasures designed to maintain quality
and control costs consistent with its responsibilities.

35. In 8422.206, the heading for paragraph (b) is
republ i shed and paragraph (b)(2) is revised to read as foll ows:
8422.206 Interference with health care professionals' advice to
enrol | ees prohi bited.

* * * * *

(b) Conscience protection. * * *

(2) Through appropriate witten means, naekes avail abl e
i nformati on on these policies as foll ows:

(i) To HCFA, with its application for a Medicare contract,
within 10 days of submitting its ACR proposal or, for policy
changes, in accordance with 8422.80 (concerning approval of

marketing materials and election forns) and with 8422, 111.
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(ii) To prospective enrollees, before or during enroll nment.

(ii1) Wth respect to current enrollees, the organization is
eligible for the exception provided in paragraph (b)(1) of this
section if it provides notice of such change within 90 days after
adopting the policy at issue; however, under 8422.111(d), notice
of such a change nust be given in advance.

36. Section 422.208 is anended by:

A. Republishing the introductory text for paragraph (c).

B. Revising paragraph (c)(2).

C. Adding a heading to paragraph (e).

8422.208 Physician incentive plans: requirenents and
l'imtations.

(c) Basic requirenments. Any physician incentive plan
operated by an MtC organi zati on nust neet the follow ng
requirenents:

(2) If the physician incentive plan places a physician or
physi ci an group at substantial financial risk (as determn ned
under paragraph (d) of this section) for services that the
physi ci an or physician group does not furnish itself, the MtC

organi zati on nmust assure that all physicians and physician groups
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at substantial financial risk have either aggregate or per-
patient stop-loss protection in accordance with paragraph (f) of
this section, and conduct periodic surveys in accordance with
par agraph (h) of this section.

* * * * *

(e) Prohibition for private MtC fee-for-service plans. ***
* * * * *

37. In 8422.214, the heading for paragraph (a) is
republ i shed and paragraphs (a)(1) and (b) are revised to read as
fol | ows:

8422.214 Special rules for services furnished by noncontract
provi ders.
(a) Services furnished by non-section 1861(u) providers.
(1) Any provider (other than a provider of services as defined in
section 1861(u) of the Act) that does not have in effect a
contract establishing paynent anounts for services furnished to a
beneficiary enrolled in an M-C coordi nated care plan or MtC
private fee-for-service plan nust accept, as paynent in full, the
anmounts that the provider could collect if the beneficiary were
enrolled in original Medicare.

* * * * *

(b) Services furnished by section 1861(u) providers of

service. Any provider of services as defined in section 1861(u)
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of the Act that does not have in effect a contract establishing
paynment anounts for services furnished to a beneficiary enrolled
in an M+C coordi nated care plan or MtC private fee-for-service
pl an nmust accept as paynent in full the amounts (less any
payments under 88412.105(g) and 413.86(d)) of this chapter that
it could collect if the beneficiary were enrolled in origina
Medi care. (Section 412.105(g) concerns indirect nedica
educati on paynment to hospitals for managed care enroll ees.
Section 413.86(d) concerns cal cul ati ng paynent for direct
graduat e nedi cal education costs.)

38. In 8422.216, paragraphs (a)(4), (b)(2), (c)(2), and the
i ntroductory text for paragraph (f) are revised to read as
fol | ows:

8422.216 Special rules for MtC private fee-for-service plans.

(a) * * *

(4) Service furnished by providers of service. Any provider
of services as defined in section 1861(u) of the Act that does
not have in effect a contract establishing paynent nounts for
services furnished to a beneficiary enrolled in an MtC private
fee-for-service plan nust accept as paynent in full the anounts
(1 ess any paynents under 88412.105(g) and 413.86(d) of this
chapter) that it could collect if the beneficiary were enrolled

in original Medicare.
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(b) * * *

(2) Noncontract providers. A noncontract provider may not
collect froman enrollee nore than the cost-sharing established
by the MtC private fee-for-service plan as specified in
8422.308(b), unless the provider has opted out of Medicare as
descri bed in part 405, subpart D of this chapter.

(c) * * *

(2) Noncontract providers. An M-C organi zation that offers
an MC private fee-for-service plan nust nonitor the anount
col |l ected by noncontract providers to ensure that those anmounts
do not exceed the amounts pernmitted to be collected under
par agraph (b)(2) of this section, unless the provider has opted
out of Medicare as described in part 405, subpart D of this
chapter. The M-C organi zati on nust devel op and docunent
viol ations specified in instructions and nust forward docunented
cases to HCFA.

* * * * *

(f) Rules describing deened contract providers. Any
provi der furnishing health services, except for energency
services furnished in a hospital pursuant to 8489.24 of this
chapter, to an enrollee in an MtC private fee-for-service plan
and who has not previously entered into a contract or agreenent

to furnish services under the plan, is treated as having a
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contract in effect and is subject to the limtations of this
section that apply to contract providers if the foll ow ng
conditions are net:

39. Section 422.250 is anended by:

A. In paragraph (a)(1), renoving the phrase "in paragraph
(a)(2)" and adding in its place the phrase "in paragraphs (a)(2)
or (f)".

B. Revising paragraph (a)(2)(i)(B).

C. Addi ng new paragraph (g).

§ 422.250 General provisions.

(a) * * *
(2) * * *
(I) * * *

(B) HCFA reduces the paynent rate for each renal dialysis
treatment by the sane anmount that the Secretary is authorized to
reduce the anmount of each conposite rate paynent for each
treatment as set forth in section 1881(b)(7) of the Act. These
funds are be used to help pay for the ESRD network programin the
same manner as simlar reductions are used in original Medicare.

* * * * *
(g) Bonus paynents. (1) HCFA provides bonus paynents to

the M+C organi zation(s) that first offers a plan in a previously
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unserved county on or after January 1, 2000 and no | ater than
Decenber 31, 2001. The bonus paynent anounts equal - -

(i) For the first 12 nonths after a plan is offered in a
previ ously unserved county, 5 percent of the nonthly capitation
rate ot herw se payabl e under this section; and

(ii) For the subsequent 12 nonths, 3 percent of the nonthly
capitation rate otherw se payabl e under this section.

(2) A previously unserved county is defined as--

(i) Acounty in which no MC pl an has been offered; or

(ii) A county in which an MtC pl an or plans has been
of fered, but where any M+C organi zation offering an MtC pl an
notified HCFA by Cctober 13, 1999, that it will no | onger offer
plans in the county as of January 1, 2000.

(3) Aplan is considered to be offered when--

(i) The MtC organi zati on sponsoring the plan has a contract
in effect to serve beneficiaries in the previously unserved area;
and

(ii) The MtC plan is open for enroll nent.

40. Revise 8422.254(b)(2) to read as foll ows:

8422. 254 Cal cul ation and adjustnent factors.

* * * * *

(b) * * *
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(2) The percentage points that HCFA uses to reduce its
estimates are as foll ows:

(i) For 1998, 0.8 percentage points.

(ii) For years 1999 through 2001, 0.5 percentage points.

(ii1) For 2002, 0.3 percentage points.

(iv) For years after 2002, O percentage points.

* * * * *

41. I n 8422.257, revise paragraph (d) and add paragraph (9)

to read as follows:
8422. 257 Encounter data.
* * * * *

(d) Oher data requirenents. (1) MC organizations mnust
submt data that conformto the requirenents for equival ent data
for Medicare fee-for-service when appropriate, and to al
rel evant national standards.

(2) The data nust be submtted electronically to the
appropriate HCFA contractor.

(3) M+C organi zations nust obtain the encounter data
requi red by HCFA fromthe provider, supplier, physician, or other
practitioner that rendered the services.

(4) M+C organi zations may include in their contracts with
provi ders, suppliers, physicians, and other practitioners,

provi sions that require subm ssion of conplete and accurate
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encounter data as required by HCFA. These provisions may include
financial penalties for failure to submt conplete data, or for
failure to submt data that conformto the requirenents for
equi val ent data for Medicare fee-for-service.

* * * * *

(g) Deadlines for subm ssion of encounter data. Risk
adj ustnment factors for each paynent year are based on encounter
data submitted for services furnished during the 12 nonth period
ending 6 nonths before to the paynment year (for exanple, risk
adj ustnment factors for CY 2000 are based on data for services
furni shed during the period July 1, 1998 through June 30, 1999).

(1) The annual deadline for encounter data subnmission is
Sept enber 10 for encounter data reflecting services furni shed
during the 12 nonth period ending the prior June 30 (for exanple,
the deadline for subm ssion of data for the period July 1, 1998
t hrough June 30, 1999 is Septenber 10, 1999).

(2) HCFA allows a reconciliation process to account for late
data subm ssions. HCFA continues to accept encounter data
submtted after the Septenber 10 deadline until June 30 of the
paynment year (for exanple, until June 30, 2000 for data fromthe
period July 1, 1998 through June 30, 1999). After the paynent

year is conpleted, HCFA recal culates the risk factors for
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affected individuals to determine if adjustnents to paynents are
necessary.

42. Revise 8422.300(b)(2) to read as foll ows:

8422.300 Basis and scope.

(b) * * *

(2) For contracts beginning on a date other than January 1
(according to 8422.504(d)), MC organizations my submt ACRs on
a date other than July 1 approved by HCFA.

43. Revise 8422.304(b) to read as foll ows:

8422.304 Rul es governing prem uns and cost-sharing.

(b) Uniformty. (1) General rule. The MtC nonthly basic
beneficiary premium the MtC nonthly suppl enmental beneficiary
prem uns, and the M+C nonthly MSA prem um of an M+C organi zati on
may not vary anong individuals enrolled in an MtC plan (or
segnent of the plan as provided under paragraph (b)(2) of this
section). In addition, the MtC organi zati on nay not vary the
| evel of cost-sharing charged for basic benefits or suppl enental
benefits (if any), anong individuals enrolled in an MtC plan (or
segnent of the plan as provided under paragraph (b)(2) of this

section).
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(2) Segnented service area option. An M+C organi zati on may
apply the uniformty requirenents in paragraph (b)(1) of this
section to segnents of an MtC plan service area (rather than to
the entire service area) as |ong as any such segnent is conposed
of one or nore MtC paynent areas, and the information specified
under 8422.306 is submitted separately, as provided in that
section, for each such segnent.

* * * * *

44. Revise the introductory text in 8422.306(a)(1) to read
as foll ows:

8422.306 Subm ssion of proposed prem uns and rel ated
i nformation.

(a) General rule.

(1) Not later than July 1 of each year, each MtC
organi zati on and any organi zation intending to contract as an M+C
organi zation in the subsequent year nust submt to HCFA, in the
manner and form prescri bed by HCFA, for each MtC plan (or service
area segnent, under 8422.304(b)(2)) it intends to offer in the
foll owi ng year--

* * * * *
45. Section 422.310 is anended by:
A. In the introductory text for paragraph (d), renoving the

phrase "paragraphs (a)(1) and (a)(2) of this section” and addi ng
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inits place the phrase "paragraphs (d)(1) and (d)(2) of this
section".

B. Revising paragraph (c)(3).

8422.310 Adjusted community rate (ACR) approval process.
* * * * *

(¢c) * * *

(3) Additional revenues. The relative cost ratio for total
revenues for an MHC plan is determ ned by conparing the total
revenues charged on an accrual basis during the nost recently
ended cal endar year prior to subm ssion of the ACR for Medicare
enrol | ees (including paynments from HCFA w t hout any needed
of fsets or reductions, such as, those required by
8422.250(a)(2)(i)(B) for ESRD enrollees) that elected the WC
plan to the total revenues charged for non-Medicare enroll ees
over the same period. The non-Medicare enrollees included in
this conputation nust be consistent with the non-Medi care
enrollees included in the initial rate conputation. Wen the
relative cost ratio for total revenues is applied to the total
initial rate, the value of additional revenues is the remaining
val ue after renoving the value of direct nedical costs (as
adj usted by paragraph (c)(1) of this section) and the val ue of

Adm ni stration (as adjusted by paragraph (c)(2) of this section).

* * * * *
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46. |In 8422.312, the introductory text for paragraph (b) is
republ i shed and paragraph (b)(1) is revised to read as foll ows:
8422.312 Requirenent for additional benefits.

* * * * *

(b) Requirenent for additional benefits. |If there is an
adj ust ed excess anmount for the plan it offers, the MC
or gani zati on must --

(1) Provide additional benefits with an actuarial val ue
(Il ess the actuarial value of any cost-sharing associated with the
benefit) which HCFA determines is at |east equal to the adjusted
excess anount; and

* * * * *

47-50. In 8422.352, the introductory text for paragraph (a)
is republished and paragraph (a)(1l) is revised to read as
fol | ows:

8422. 352 Basi c requirenents

(a) General rule. An organization is considered a PSO for
pur poses of an M+C contract if the organi zation-

(1) Has obtained a waiver of State |icensure as provided for
under 8422.370

* * * * *

51. Section 422.500 is anended by:

A. Revising the definition of "clean claim"”
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B. Adding definitions for "downstreamentity” and "first

tier entity."
8422.500 Definitions.
* * * * *

Cl ean cl ai m neans- -

(1) Aclaimthat has no defect, inpropriety, |lack of any
required substantiating docunentation (consistent with
8422.257(d)) or particular circunstance requiring speci al
treatnment that prevents tinely paynent; and

(2) Aclaimthat otherw se conforns to the clean claim
requi renents for equivalent clainms under original Medicare.

Downstream entity nmeans any party that enters into an
acceptable witten arrangenent bel ow the | evel of the arrangenent
bet ween an M+C organi zation (or contract applicant) and a first
tier entity. These witten arrangenents conti nue down to the
| evel of the ultimate provider of both health and adm nistrative
servi ces.

First tier entity nmeans any party that enters into an
acceptable witten arrangenment with an MtC organi zati on or
contract applicant to provide adm nistrative services or health
care services for a Medicare eligible individual

* * * * *

52. Section 422.501 is anended by:
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A. Republishing the introductory text in paragraphs (b),
(b)(3), and (b)(3)(vi).

B. Revising paragraphs (b)(3)(vi)(G and (b)(5).

C. Renoving paragraph (b)(3)(vi)(H).

D. Republishing the introductory text in (d)(2) and
(d)(2)(iii).

E. Revising paragraph (d)(2)(iii)(A).
8422.501 General provisions.

(b) Conditions necessary to contract as an MtC organi zati on.
Any entity seeking to contract as an M+C organi zati on nust:

(3) Have admi nistrative and managenent arrangenents
satisfactory to HCFA, as denonstrated by at |east the foll ow ng:

* * * * *

(vi) A conpliance plan that consists of the follow ng:

* * * * *

(G Procedures for ensuring pronpt response to detected
of fenses and devel opnent of corrective action initiatives

relating to the organization's MC contract.

* * * * *
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(5) The MtC organi zation's contract nust not have been
term nated by HCFA under 8422.510 within the past 2 years
unl ess- -

(i) During the 6-nonth period beginning on the date the
organi zation notified HCFA of the intention to term nate the nost
recent previous contract, there was a change in the statute or
regul ati ons that had the effect of increasing MC paynents in the
paynent area or areas at issue; or

(ii) HCFA has otherw se determ ned that circunstances
war rant special consideration.

* * * * *

(d) * * *

(2) Each contract under this section nust provide that HCFA,
or any person or organi zati on designated by HCFA has the right

to:

(ii1) Audit and inspect any books, contracts, and records of
the M+C organi zation that pertain to-

(A) The ability of the organization or its first tier or
downstream provi ders to bear the risk of potential financial

| osses; or

* * * * *

53. Section 422.502 is anended by:
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A. In paragraph (a)(12), renoving the phrase "To conply
will all requirenments” and adding in its place the phrase "To
conmply with all requirenents”

B. Republishing the introductory text for paragraph (g).

C. Revising the introductory text for paragraph (g)(1) and
the introductory text for paragraph (g)(3).

D. Revising paragraph (i) (3).

E. Revising paragraph (I).

8422.502 Contract provisions.
* * * * *

(g) Beneficiary financial protections. The MC organization
agrees to conply with the follow ng requirenents:

(1) Each M+C organi zati on nmust adopt and maintain
arrangenents satisfactory to HCFA to protect its enrollees from
incurring liability (for exanple, as a result of an
organi zation's insolvency or other financial difficulties) for
paynment of any fees that are the | egal obligation of the MC
organi zation. To neet this requirenment, the M-C organi zation

must - -

(3) I'n neeting the requirenents of this paragraph, other
than the provider contract requirenments specified in paragraph

(g)(1) (i) of this section, the M+C organi zati on nmay use--
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(i) * * *

(3) Al contracts or witten arrangenents between M+C
organi zati ons and providers, related entities, contractors,
subcontractors, first tier and downstreamentities nust contain
the foll ow ng:

(i) Enrollee protection provisions that provide, consistent
wi th paragraph (g) (1) of this section, arrangenents that prohibit
provi ders fromholding an enrollee |iable for paynent of any fees
that are the obligation of the MtC organi zati on.

(ii) Accountability provisions that indicate that--

(A) The MtC organi zati on oversees and i s accountable to HCFA
for any functions or responsibilities that are described in these
standards; and

(B) The MtC organi zation may only del egate activities or
functions to a provider, related entity, contractor, or
subcontractor in a manner consistent with requirenents set forth
at paragraph (i)(4) of this section.

(ii1) A provision requiring that any services or other
activity performed by a related entity, contractor,
subcontractor, or first-tier or dowstreamentity in accordance
with a contract or witten agreenent are consistent and conply

with the MtC organi zation's contractual obligations.
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(1) Certification of data that determ ne paynent. As a
condition for receiving a nonthly paynent under subpart F of this
part, the MtC organi zation agrees that its chief executive
officer (CEQ, chief financial officer (CFO, or an individua
del egated the authority to sign on behalf of one of these
of ficers, and who reports directly to such officer, nust request
paynment under the contract on a docunent that certifies (based on
best know edge, information, and belief) the accuracy,
conpl eteness, and truthful ness of rel evant data that HCFA
requests. Such data include specified enrollnment information,
encounter data, and other information that HCFA may specify.

(1) The CEOQ, CFO or an individual delegated the authority
to sign on behalf of one of these officers, and who reports
directly to such officer, nmust certify that each enrollee for
whom t he organi zation is requesting paynent is validly enrolled
in an M+tC plan offered by the organi zati on and the information
relied upon by HCFA in determ ni ng paynent (based on best
know edge, information, and belief) is accurate, conplete, and
truthful.

(2) The CEO, CFO or an individual delegated with the
authority to sign on behalf of one of these officers, and who

reports directly to such officer, nust certify (based on best
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know edge, information, and belief) that the encounter data it
submi ts under 8422.257 are accurate, conplete, and truthful.

(3) If such encounter data are generated by a rel ated
entity, contractor, or subcontractor of an MtC organi zation, such
entity, contractor, or subcontractor nust simlarly certify
(based on best know edge, information, and belief) the accuracy,
conpl et eness, and truthful ness of the data.

(4) The CEOQ, CFO or an individual delegated the authority
to sign on behalf of one of these officers, and who reports
directly to such officer, nmust certify (based on best know edge,

i nformati on, and belief) that the information in its ACR
submi ssion is accurate, conplete, and truthful and fully conforns

to the requirenents in 8§422. 310.

54. In 8422.504, revise paragraph (b) and renove paragraph
(d) to read as foll ows:
8422.504 Effective date and term of contract.

* * * * *

(b) Termof contract. Each contract is for a period of at
| east 12 nont hs.

* * * * *

55. Section 422.506 is anended by:

A. Republishing the introductory text of paragraph (a)(2).
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B. Revising paragraph (a)(2)(i) and the introductory text
of paragraph (a)(3).

C. Renoving paragraph (b)(1)(ii).

D. Redesignating paragraphs (b)(1)(iii) and (b)(1)(iv) as
(b)(1)(ii) and (b)(1)(iii), respectively.
8§422.506 Nonrenewal of contract.

(a) * * *

(2) If an MtC organi zation does not intend to renew its
contract, it must notify --

(i) HCFAin witing, by July 1 of the year in which the
contract would end;

(3) HCFA nay accept a nonrenewal notice submtted after
July 1 if --

56. Section 422.510 is anended by addi ng paragraph (a)(12)
and revising paragraph (c)(1) to read as foll ows:
8422.510 Term nation of contract by HCFA

(a) * * *

(12) The M+C organi zation substantially fails to conply with
the marketing requirenments in 8422. 80.

* * * * *

(C) * * *
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(1) General. Before termnating a contract for reasons
ot her than the grounds specified in paragraph (a)(5) of this
section, HCFA provides the M+C organi zati on with reasonabl e
opportunity to devel op and receive HCFA approval of a corrective
action plan to correct the deficiencies that are the basis of the
proposed term nation.

57. Revise 8422.514(b)(1) to read as foll ows:

8422.514 M ni mum enrol | nent requirenents.
* * * * *

(b) * * *

(1) For a contract applicant or MtC organi zation that does
not neet the applicable requirenent of paragraph (a) of this
section at application for an M-C contract or during the first
3 years of the contract, HCFA may wai ve the m ni mum enrol | nent
requi renent as provided for below. To receive a waiver, a
contract applicant or M+C organi zati on nust denonstrate to HCFA' s
satisfaction that it is capable of adm nistering and nmanagi ng an
M-C contract and is able to nanage the I evel of risk required
under the contract. Factors that HCFA takes into consideration
in maki ng this evaluation include the extent to which--

(i) The contract applicant or MtC organi zati on's nmanagenent
and providers have previous experience in managi ng and providi ng

health care services under a risk-based paynent arrangenent to at
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| east as many individuals as the applicable m nimum enrol | nent
for the entity as described in paragraph (a) of this section, or

(ii) The contract applicant or M:C organi zation has the
financial ability to bear financial risk under an M+C contract.
In determ ni ng whet her an organi zation is capabl e of bearing
ri sk, HCFA considers factors such as the organi zation's
managenent experience as described in paragraph (b)(1)(i) of this
section and stop-loss insurance that is adequate and acceptable
to HCFA; and

(ii1) The contract applicant or MtC organization is able to
establish a marketing and enrol I nent process that allows it to
neet the applicable enrollnment requirenent specified in paragraph
(a) of this section before conpletion of the third contract year.

* * * * *

58. Revise 8422.520(a)(3) to read as foll ows:
8422.520 Pronpt paynent by M+C organi zati on.

* * * * *

(a) * * *

(3) Al other clains nust be paid or denied within 60
cal endar days fromthe date of the request.

* * * * *

8422. 550 [ Anended]
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59. In 8422.550(a)(2), the heading "Unincorporated sole
proprietor” is renoved and the heading "Asset Sale" is added in
its place.

60. In 8422.561, the introductory text is republished and
the definitions of "Appeal” and "Authorized representative" are
revised to read as follows:

8422.561 Definitions.

As used in this subpart, unless the context indicates
ot herw se --

Appeal neans any of the procedures that deal with the review
of adverse organi zation determ nations on the health care
services the enrollee believes he or she is entitled to receive,
i ncluding delay in providing, arranging for, or approving the
health care services (such that a delay woul d adversely affect
the health of the enrollee), or on any anounts the enroll ee nust
pay for a service, as defined under 8422.566(b). These
procedures include reconsiderations by the MtC organi zati on, and
i f necessary, an independent review entity, hearings before ALJs,
review by the Departnental Appeals Board (DAB), and judi ci al
revi ew.

Aut hori zed representative neans an individual authorized by
an enrollee, or under State law, to act on his or her behalf in

obt ai ni ng an organi zati on determ nation or in dealing with any of



HCFA- 1030- FC 838

the |l evels of the appeal process, subject to the rules described
in 20 CFR part 404, subpart R, unless otherwi se stated in this
subpart.

* * * * *

61. Section 422.562 is anended by republishing the
i ntroductory text for paragraphs (a) and (a)(1) and revising
paragraph (a)(21)(ii).

8422.562 General provisions.

(a) Responsibilities of the M+tC organi zation. (1) An M+C
organi zation, with respect to each MtC plan that it offers, nust
establ i sh and mai nt ai n-

* * * * *

(ii) A procedure for making tinmely organi zation
det er mi nati ons;

* * * * *

62. Revise 8422.566(b) to read as foll ows:
8422.566 Organization determ nations.

* * * * *

(b) Actions that are organi zati on determ nations. An

organi zation determ nation is any determ nati on made by an M+C

organi zation with respect to any of the follow ng:



HCFA- 1030- FC 839

(1) Paynent for tenporarily out of the area renal dialysis
services, energency services, post-stabilization care, or
urgently needed services.

(2) Paynent for any other health services furnished by a
provi der other than the M+C organi zation that the enrollee
bel i eves- -

(i) Are covered under Medicare; or

(ii) I'f not covered under Medicare, should have been
furni shed, arranged for, or reinbursed by the M+C organi zati on.

(3) The MtC organi zation's refusal to provide or pay for
services, in whole or in part, including the type or |evel of
services, that the enrollee believes should be furnished or
arranged for by the M+C organi zati on.

(4) Discontinuation of a service if the enrollee believes
that continuation of the services is nedically necessary.

(5) Failure of the MtC organi zati on to approve, furnish,
arrange for, or provide paynent for health care services in a
tinmely manner, or to provide the enrollee with tinmely notice of
an adverse determ nation, such that a delay woul d adversely
affect the health of the enrollee.

* * * * *

63. Section 422.568 is revised to read as foll ows:
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8422.568 Standard tinmeframes and notice requirenents for
or gani zati on determ nati ons.

(a) Timefrane for requests for service. Wen a party has
made a request for a service, the MtC organi zati on nust notify
the enrollee of its determ nation as expeditiously as the
enrollee's health condition requires, but no |ater than
14 cal endar days after the date the organization receives the
request for a standard organi zation determ nation. The MC
organi zation may extend the tinmeframe by up to 14 cal endar days
if the enrollee requests the extension or if the organization
justifies a need for additional information and how the delay is
in the interest of the enrollee (for exanple, the receipt of
addi ti onal nedi cal evidence from noncontract providers may change
an M+C organi zation's decision to deny). Wen the MC
organi zati on extends the tinefrane, it nust notify the enrollee
in witing of the reasons for the delay, and informthe enrollee
of the right to file a grievance if he or she disagrees with the
M+-C organi zation's decision to grant an extension. The MC
organi zation must notify the enrollee of its determ nation as
expeditiously as the enrollee's health condition requires, but no

| at er than upon expiration of the extension.
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(b) Timefranme for requests for paynent. The MC
or gani zati on must process requests for paynent according to the
"pronpt paynent" provisions set forth in 8422.520.

(c) Witten notification by practitioners. At each patient
encounter with an M+tC enrollee, a practitioner nust notify the
enrollee of his or her right to receive, upon request, a detailed
witten notice fromthe M-C organi zation regarding the enrollee’s
services, consistent with paragraph (d) of this section. The
practitioner's notification nust--

(1) Provide the enrollee with the informati on necessary to
contact the M+C organi zation; and

(2) Conmply with any other requirenents specified by HCFA

(d) Witten notice for MtC organi zation denials. If an
enrol | ee requests an M+C organi zation to provide a detail ed
notice of a practitioner’s decision to deny a service in whole or
in part, or if an MtC organi zati on decides to deny service or
paynment in whole or in part, it nust give the enrollee witten
noti ce of the determ nation.

(e) Formand content of the M+C organi zati on notice. The
notice of any denial under paragraph (d) of this section nust--

(1) Use approved notice | anguage in a readabl e and
under st andabl e form

(2) State the specific reasons for the denial;
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(3) Informthe enrollee of his or her right to a
reconsi derati on;

(4) (i) For service denials, describe both the standard and
expedi ted reconsi deration processes, including the enrollee’s
right to, and conditions for, obtaining an expedited
reconsi deration and the rest of the appeal process; and

(ii) For paynent denials, describe the standard
reconsi deration process and the rest of the appeal process; and

(5) Conmply with any other notice requirenents specified by
HCFA.

(f) Effect of failure to provide tinely notice. |If the MtC
organi zation fails to provide the enrollee with tinely notice of
an organi zation determ nation as specified in this section, this
failure itself constitutes an adverse organi zati on determ nation
and may be appeal ed.

64. Section 422.570 is anended by:

A. Revising paragraph (a).

B. Republishing the introductory text for paragraph (d).

C. Revising the introductory text to paragraph (d)(2) and
revi sing paragraph (d)(2)(iii).

D. Adding a new paragraph (d)(2)(iv).

8422.570 Expediting certain organi zation determnations.
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(a) Request for expedited determination. An enrollee or a
physi ci an (regardl ess of whether the physician is affiliated with
the M+C organi zati on) may request that an MtC organi zati on
expedite an organi zati on determ nation involving the issues
descri bed in 8422.566(b)(3) and (b)(4). (This does not include
requests for paynent of services already furnished.)

* * * * *

(d) Actions following denial. If an M+C organi zati on denies
a request for expedited determination, it nust take the foll ow ng
actions:

* * * * *

(2) Gve the enrollee pronpt oral notice of the denial and

subsequently deliver, within 3 cal endar days, a witten letter

t hat - -

(ii1) Infornms the enrollee of the right to resubmt a
request for an expedited determ nation with any physician's
support; and

(iv) Provides instructions about the grievance process and
its timefranes.

* * * * *
65. In 8422.572, revise paragraphs (b), (c), and (d) to

read as foll ows:
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8422.572 Timeframes and notice requirenents for expedited
or gani zati on determ nati ons.
* * * * *

(b) Extensions. The MtC organi zation may extend the 72-hour
deadline by up to 14 cal endar days if the enroll ee requests the
extension or if the organization justifies a need for additiona
i nformati on and how the delay is in the interest of the enrollee
(for exanple, the receipt of additional nedical evidence from
noncontract providers nay change an MtC organi zation's deci sion
to deny). Wien the MtC organi zati on extends the deadline, it
must notify the enrollee in witing of the reasons for the del ay
and informthe enrollee of the right to file a grievance if he or
she disagrees with the M+C organi zation's decision to grant an
extension. The M-C organi zation nmust notify the enrollee of its
determination as expeditiously as the enrollee's health condition
requires, but no later than upon expiration of the extension.

(c) Confirmation of oral notice. |If the MtC organi zation
first notifies an enrollee of its expedited determ nation orally,
it must mail witten confirmation to the enrollee within
3 cal endar days of the oral notification.

(d) How the MtC organi zation nust request information from
noncontract providers. |If the M:C organi zati on nust receive

nmedi cal information from noncontract providers, the MC
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organi zati on must request the necessary information fromthe
noncontract provider within 24 hours of the initial request for
an expedited organi zati on determ nati on. Noncontract providers
nmust make reasonable and diligent efforts to expeditiously gather
and forward all necessary information to assist the MtC
organi zation in neeting the required tinmefranme. Regardless of
whet her the M+C organi zati on nmust request information from
noncontract providers, the M-C organi zation is responsible for
neeting the tinmeframe and notice requirenents of this section.

* * * * *

66. Section 422.584 is anended by:

A. Revising paragraph (a).

B. Republishing the introductory text to paragraph (d).

C. Revising paragraph (d)(2).

8422.584 Expediting certain reconsiderations.

(a) Who may request an expedited reconsideration. An
enrol | ee or a physician (regardl ess of whether he or she is
affiliated wwth the M+C organi zati on) nmay request that an M+C
organi zati on expedite a reconsideration of a determ nation that
i nvol ves the issues described in 8422.566(b)(3) and (b)(4).
(This does not include requests for paynment of services already

furni shed.)

* * * * *
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(d) Actions following denial. |If an M+C organi zati on denies
a request for expedited reconsideration, it nust take the
foll ow ng acti ons:

(2) Gve the enrollee pronpt oral notice, and subsequently
deliver, within 3 calendar days, a witten letter that--

(i) Explains that the M+C organi zation will process the
enrol | ee's request using the 30-day tinefrane for standard
reconsi derati ons;

(ii) Infornms the enrollee of the right to file a grievance
if he or she disagrees with the organization's decision not to
expedi te;

(ii1) Infornms the enrollee of the right to resubmt a
request for an expedited reconsideration with any physician's
support; and

(iv) Provides instructions about the grievance process and
its timefranes.

67. Section 422.590 is anended by:

A. Republishing the heading for paragraph (a) and revising
paragraph (a)(1).

B. Republishing the heading for paragraph (d) and revising
paragraphs (d)(2), (d)(3), and (d)(4).
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C. Republishing the heading for paragraph (g) and revising
paragraph (g)(2).

8422.590 Timeframes and responsibility for reconsiderations.

(a) Standard reconsideration: Request for services.

(1) If the M+C organi zati on makes a reconsi dered
determination that is conpletely favorable to the enrollee, the
M+-C organi zati on nust issue the deternmination (and effectuate it
in accordance with 8422.618(a)) as expeditiously as the
enrollee's health condition requires, but no |ater than 30
cal endar days fromthe date it receives the request for a
standard reconsideration. The MtC organi zati on may extend the
timeframe by up to 14 cal endar days if the enrollee requests the
extension or if the organization justifies a need for additiona
i nformati on and how the delay is in the interest of the enrollee
(for exanple, the receipt of additional nedical evidence from
noncontract providers nay change an MtC organi zation's deci sion
to deny). Wien the MtC organi zati on extends the tinmeframe, it
must notify the enrollee in witing of the reasons for the del ay,
and informthe enrollee of the right to file a grievance if he or
she disagrees with the M+C organi zation's decision to grant an
extension. For extensions, the MtC organi zati on nust issue and

effectuate its determ nation as expeditiously as the enrollee's
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health condition requires, but no |later than upon expiration of
t he extension.

* * * * *

(d) Expedited reconsideration--* * *

(2) Extensions. The MtC organi zation may extend the 72-hour
deadline by up to 14 calendar days if the enrollee requests the
extension or if the organization justifies a need for additiona
i nformati on and how the delay is in the interest of the enrollee
(for exanple, the receipt of additional nedical evidence from
noncontract providers may change an MtC organi zation's deci sion
to deny). Wen the M+C organi zation extends the tinefrane, it
must notify the enrollee in witing of the reasons for the del ay,
and informthe enrollee of the right to file a grievance if he or
she disagrees with the M+C organi zation's decision to grant an
extension. The M+C organi zation nmust notify the enrollee of its
determ nation as expeditiously as the enrollee's health condition
requires but no |later than upon expiration of the extension.

(3) Confirmation of oral notice. |If the MtC organi zation
first notifies an enrollee of a conpletely favorabl e expedited
reconsideration, it nust mail witten confirmation to the
enroll ee wthin 3 cal endar days.

(4) How the M+C organization nust request information from

noncontract providers. |If the M+C organi zati on nust receive
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medi cal information from noncontract providers, the MC
organi zati on nust request the necessary information fromthe
noncontract provider within 24 hours of the initial request for
an expedited reconsideration. Noncontract providers nust nmake
reasonabl e and diligent efforts to expeditiously gather and
forward all necessary information to assist the M+C organi zation
in neeting the required tinmefrane. Regardless of whether the M+C
organi zati on nmust request information from noncontract providers,
the M+C organi zation is responsible for neeting the tinmefrane and
notice requirenents.

* * * * *

(g) Who nust reconsider an adverse organi zati on
determ nation. * * *

(2) Wien the issue is the M+C organi zation's deni al of
coverage based on a | ack of nedical necessity (or any
substantively equi valent termused to describe the concept of
nmedi cal necessity), the reconsidered determ nati on nust be nmade
by a physician with expertise in the field of nedicine that is
appropriate for the services at issue. The physician nmaking the
reconsi dered determ nation need not, in all cases, be of the sane
specialty or subspecialty as the treating physician.

68. In 8422.594, the introductory text for paragraph (b) is

republ i shed, and paragraph (b)(1) is revised to read as foll ows:
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8422.594 Notice of reconsidered determ nation by the independent
entity.

* * * * *

(b) Content of the notice. The notice nust--

(1) State the specific reasons for the entity's decisions in
under st andabl e | anguage,;

* * * * *

69. Revise 8422.596 to read as fol | ows:
8422.596 Effect of a reconsidered determ nation.

A reconsidered determnation is final and binding on al
parties unless a party other than the M+C organi zation files a
request for a hearing under the provisions of 8422.602, or unless
the reconsi dered determ nation is revised under 8422.616.

70. Revise 8422.612(b) to read as foll ows:

8422.612 Judicial review.
* * * * *

(b) Review of Board decision. Any party, including the MtC
organi zati on, may request judicial review (upon notifying the
ot her parties) of the Board decision if it is the final decision
of HCFA and the anmount in controversy is $ 1,000 or nore.

* * * * *

71. Section 422.618 is anended by:

A. Revising the section headi ng.
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B. Redesignating paragraph (b) as paragraph (c).

C. Adding a new paragraph (b).

D. Revising newly designated paragraph (c).

8422.618 How an M+C organi zati on nust effectuate standard
reconsi dered determ nations or decisions.
* * * * *

(b) Reversals by the independent outside entity.

(1) Requests for service. |If, on reconsideration of a request
for service, the MrC organi zation's determnation is reversed in
whol e or in part by the independent outside entity, the MtC
organi zati on nmust authorize the service under dispute within

72 hours fromthe date it receives notice reversing the

determ nation, or provide the service under dispute as
expeditiously as the enrollee's health condition requires, but no
| ater than 14 cal endar days fromthat date. The M-C organi zation
must i nformthe independent outside entity that the organi zation
has effectuated the deci sion.

(2) Requests for paynent. |[If, on reconsideration of a
request for paynent, the M+C organi zation's determ nation is
reversed in whole or in part by the independent outside entity,
the M+C organi zation nust pay for the service no later than 30
cal endar days fromthe date it receives notice reversing the

organi zati on determ nati on. The M+C organi zation nust informthe
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I ndependent outside entity that the organization has effectuated
t he deci si on.

(c) Reversals other than by the MtC organi zation or the
I ndependent outside entity. |[If the independent outside entity's
determ nation is reversed in whole or in part by the ALJ, or at a
hi gher | evel of appeal, the M+C organization nust pay for,
aut hori ze, or provide the service under dispute as expeditiously
as the enrollee's health condition requires, but no |ater than 60
cal endar days fromthe date it receives notice reversing the
determ nation. The M+C organi zation nust informthe independent
outside entity that the organi zation has effectuated the
deci si on.

72. Add new 8422.619 to read as foll ows:
8422.619 How an M+C organi zati on nust effectuate expedited
reconsi dered determ nati ons.

(a) Reversals by the M+tC organi zation. [|f on
reconsi deration of an expedited request for service, the MC
organi zati on conpletely reverses its organi zati on determ nati on,
the M+C organi zati on nust authorize or provide the service under
di spute as expeditiously as the enrollee's health condition
requires, but no later than 72 hours after the date the MtC

organi zati on receives the request for reconsideration (or no
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| ater than upon expiration of an extension described in
8422.590(d) (2)).

(b) Reversals by the independent outside entity. |If the M+C
organi zation's determnation is reversed in whole or in part by
t he i ndependent outside entity, the M+C organi zati on nust
aut hori ze or provide the service under dispute as expeditiously
as the enrollee's health condition requires but no |ater than 72
hours fromthe date it receives notice reversing the
determ nation. The M+C organi zati on nust informthe independent
outside entity that the organi zation has effectuated the
deci si on.

(c) Reversals other than by the MtC organi zation or the
I ndependent outside entity. |If the independent review entity's
expedited determnation is reversed in whole or in part by the
ALJ, or at a higher |evel of appeal, the M+C organi zation nust
aut hori ze or provide the service under dispute as expeditiously
as the enrollee's health condition requires, but no |ater than 60
days fromthe date it receives notice reversing the
determ nation. The M+C organi zation nust informthe independent
outside entity that the organi zation has effectuated the
deci si on.

73. Section 422.620 is revised to read as foll ows:
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8422. 620 How enrol | ees of M+C organi zati ons nust be notified of
noncoverage of inpatient hospital care.

(a) Enrollee's entitlenent. Were an M+C organi zati on has
aut hori zed coverage of the inpatient adm ssion of an enroll ee,
either directly or by delegation (or the adm ssion constitutes
emergency or urgently needed care, as described in 88422.2 and
422.113), witten notice of noncoverage under paragraph (c) of
this section nust be provided to each enrollee. An enrollee is
entitled to coverage until at |east noon the day after such
notice is provided. |If PROreviewis requested under 8422.622,
coverage is extended as provided in that section.

(b) Physician concurrence required. Before notice of
noncoverage i s provided as described in paragraph (c) of this
section, the entity that nekes the noncoverage/ di scharge
determination (that is, the hospital by del egation or the M+C
organi zati on) nust obtain the concurrence of the physician who is
responsi ble for the enrollee's hospital care.

(c) Notice to the enrollee. 1In all cases in which a
determ nation is made that inpatient hospital care is no | onger
necessary, no |later than the day before hospital coverage ends,
witten notice nust be provided to the enrollee that includes the

foll om ng el enents:



HCFA- 1030- FC 855

(1) The reason why inpatient hospital care is no | onger
needed.

(2) The effective date and tinme of the enrollee's liability
for continued inpatient care.

(3) The enrollee's appeal rights.

(4) Additional information specified by HCFA.

74. Revise 8422.648(b) to read as fol |l ows:

8422. 648 Reconsideration: Applicability.
* * * * *

(b) HCFA reconsiders the specified determnations if the
contract applicant or the MHC organi zation files a witten
request in accordance with 8422. 650.

75. In 8422.650, paragraphs (c) and (d) are revised to read
as foll ows:

8422. 650 Request for reconsideration.
* * * * *

(c) Proper party to file a request. Only an authori zed
official of the contract applicant or M+C organi zation that was
the subject of a contract determnation may file the request for
reconsi derati on.

(d) Wthdrawal of a request. The MtC organi zation or
contract applicant who filed the request for a reconsideration

may wthdraw it at any tinme before the notice of the reconsidered
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determination is mailed. The request for wthdrawal nust be in
witing and filed wth HCFA

76. Revise 8422.652 to read as follows:
8422. 652 Opportunity to submt evidence.

HCFA provi des the MtC organi zati on or contract applicant and
the HCFA official or officials who made the contract
determ nation reasonabl e opportunity, not to exceed the tinefrane
i n which an M+C organi zation could choose to request a hearing as
descri bed at 8422.662, to present as evidence any docunents or
witten statenents that are relevant and material to the matters
at issue.

77. Revise 8422.656 to read as follows:
8422.656 Notice of reconsidered determ nation.

(a) HCFA gives the M+C organi zati on or contract applicant
witten notice of the reconsidered determ nation.

(b) The notice--

(1) Contains findings with respect to the contract
applicant's qualifications to enter into, or the MtC
organi zation's qualifications to remain under, a contract with
HCFA under Part C of title XVIII of the Act;

(2) States the specific reasons for the reconsidered

determ nati on; and
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(3) Inforns the M+C organi zati on or contract applicant of
its right to a hearing if it is dissatisfied with the
det erm nati on.

78. In 8422.660, the introductory text is republished and
paragraph (a) is revised to read as foll ows:

8422.660 Right to a hearing.

The following parties are entitled to a hearing:

(a) A contract applicant that has been determned in a
reconsi dered determ nation to be unqualified to enter into a
contract with HCFA under Part C of title XVIIlI of the Act.

79. In 8422.662, paragraphs (a) and (b) are revised to read
as foll ows:

8422. 662 Request for hearing.

(a) Method and place for filing a request. A request for a
hearing nust be made in witing and filed by an authori zed
official of the contract applicant or M+C organi zation that was
the party to the determ nation under appeal. The request for a
hearing nmust be filed with any HCFA offi ce.

(b) Tinme for filing a request. A request for a hearing nust
be filed within 15 days after the date of the reconsi dered

det er m nati on.

* * * * *
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